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Document E made available to the public in connection with the proposed cross-border merger of 
Topotarget A/S (“Topotarget”) into BioAlliance Pharma SA (“BioAlliance Pharma”) (the “Merger”) 

and in connection with the listing of the BioAlliance Pharma ordinary shares, including the ordinary 
shares to be issued in the context of the Merger (the “New Ordinary Shares”). 

 
 

 

 
 

In accordance with its General Regulation (Règlement Général), in particular article 212-34, the 
Autorité des Marchés Financiers (the “AMF”) registered the French version of the present 
document under number E.14-034 on 26 May 2014.  This document has been prepared by the 
issuer under the responsibility of the persons signing it. 
 
The registration number has been granted, in accordance with article L. 621-8-1-I of the French 
Monetary and Financial Code (Code Monétaire et Financier), after the AMF verified that the 
document is complete and clear and whether the information it contains is coherent. It does 
not imply that the AMF approves the transaction or that it has verified the accounting and 
financial information set forth therein. 
 
It certifies that the information provided for in this document is consistent with the regulatory 
requirements for the later admission to trading on the regulated market of Euronext in Paris of 
the New Ordinary Shares that, subject to the approval by the general meetings of the 
shareholders, will be issued as consideration for the contributed assets. 
 

 
The present Document E is a schedule to the report of the board of directors of the company BioAlliance Pharma, which will 

be presented to the general meeting of the shareholders of BioAlliance Pharma on 30 June 2014 

 
This document (Document E) (the “Document” or “Document E”) incorporates by reference the 
registration document (Document de Référence) of BioAlliance Pharma filed with the AMF on 7 April 
2014 under n° D.14-0303 (the “Registration Document”). 
 
This Document E is available free of charge to shareholders at the registered office of BioAlliance and 
Topotarget as well as on their respective website (www.bioalliancepharma.com and 
www.Topotarget.com) and on the website of the AMF (www.amf-france.org). 

http://www.bioalliancepharma.com/
http://www.topotarget.com/
http://www.amf-france.org/
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KEY DEFINITIONS 
 

 
 

“AMF” ....................................................  has the meaning set forth in the header to this Document E 

“BioAlliance Pharma Shareholders’ 
Meeting” ................................................  

 
has the meaning set forth in Section 3.2.1.3(ii)  

“BioAlliance Pharma” .............................  has the meaning set forth in the header to this Document E 

“By-laws” ...............................................  has the meaning set forth in Section 3.2.3.2(ii) 

“Claim for Cash Compensation” ..............  has the meaning set forth in Section 3.5.2.2(ii) 

“Conditions Precedent” ..........................  has the meaning set forth in Section 3.2.1.3 

“Danish Merger Appraiser” .....................  has the meaning set forth in Section 3.2.2.2 

“Definitive Merger Plan” ........................  has the meaning set forth in Section 3.1.1.3 

“Document” or “Document E” ................  has the meaning set forth in the header to this Document E 

“Euronext Paris” .....................................  has the meaning set forth in the header to this Document E 

“Exchange Ratio” ....................................  has the meaning set forth in Section 3.2.3.1 

“Fractional Consideration Shares”...........  has the meaning set forth in Section 3.2.3.2(iii) 

“Fractional Entitlements” .......................  has the meaning set forth in Section 3.2.3.2(iii) 

“French Merger Appraisers” ...................  has the meaning set forth in Section 3.2.2.2 

“FSA” .....................................................  has the meaning set forth in Section 3.2.1.3(i) 

“Merger Accounting Reference Date” .....  has the meaning set forth in Section 3.2.1.4(ii) 

“Merger Agreement” ..............................  has the meaning set forth in Section 3.1.1.1 

“Merger Exchange Date” ........................  has the meaning set forth in Section 3.2.3.3 

“Merger Legal Effective Date” .................  has the meaning set forth in Section 3.2.1.4(i) 

“Merger Plan” ........................................  has the meaning set forth in Section 3.1.1.1 

“Merger Premium” .................................  has the meaning set forth in Section 3.2.3.2(i) 

“Merger” ...............................................  has the meaning set forth in the header to this Document E 

“New Ordinary Shares” ..........................  has the meaning set forth in the header to this Document E 

“Pro Forma Balance Sheet” .....................  has the meaning set forth in Section 5.1.1.2 

“Pro Forma Financial Information”..........  has the meaning set forth in Section 5.1.1.2 

“Pro Forma Income Statement” ..............  has the meaning set forth in Section 5.1.1.2 

“Redemption Consideration Shares” .......  has the meaning set forth in Section 3.2.3.2(iv) 

“Redemption Price” ................................  has the meaning set forth in Section 3.5.2.2(i) 
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“Redemption Shareholders” ...................  has the meaning set forth in Section 3.5.2.2(i) 

“Redemption Shares” .............................. has the meaning set forth in Section 3.5.2.2(i) 

“Registration Document”........................  has the meaning set forth in the header to this Document E 

“Reservation for Cash Compensation” ....  has the meaning set forth in Section 3.5.2.2(ii) 

“Topotarget Shareholders’ Meeting” ......  has the meaning set forth in Section 3.2.1.3(ii) 

“Topotarget Warrant Exercise”.......... .....  has the meaning set forth in Section 3.5.2.3 

“Topotarget” ..........................................  has the meaning set forth in the header to this Document E 

“Unallocated Shares”.......... ....................  has the meaning set forth in Section 3.2.3.2(v)  

“Warrant Exercise Condition”.......... ...  has the meaning set forth in Section 3.5.2.3 
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1. SUMMARY OF « DOCUMENT E » 
 

This summary of the main terms and conditions of the Merger is made up of a series of key 
information known as “Elements”. These Elements are numbered in Sections A to F (A.1 - 
F.7).  This summary contains notably the information, which must be included in a summary 
for an admission prospectus for shares, in accordance with the Commission Regulation (CE) 
n° 809-2004 and the Commission Delegated Regulation (EU) n° 486-2012. Because some 
Elements are not required to be addressed, there may be gaps in the numbering sequence 
of the Elements. Although an Element may be required to be inserted in the summary 
because of the type of security and issuer, it is possible that no relevant information can be 
given regarding the Element. In this case, a short description of the Element is included in 
the summary with the mention of “not applicable”. 

 
Note: Topotarget’s annual accounts for the year ending 31 December 2013 have been 
converted at the applicable EUR/DKK end-of-year exchange rate for the balance sheet, i.e. 
EUR 1 = DKK 7.4603 and DKK 1 = € 0.1340, and at the applicable EUR/DKK average annual 
exchange rate for the income statement, i.e. EUR 1 = DKK 7.4577 and DKK 1 = € 0.1341. 

 
 

Section A – Introduction and Warnings 

A.1 Warning to 
investors 

This summary should be read as an introduction to the Document E. 
 
Any decision to invest in the securities which are the subject of the 
merger described herein should be based on consideration of the 
Document E as a whole by the investor. 
 
Where a claim relating to the information contained in the Document E 
is brought before a court, the plaintiff investor might, under the 
national legislation of the Member States, have to bear the costs of 
translating the Document E before the legal proceedings are initiated.  
 
Civil liability attaches only to those persons who have tabled the 
summary including any translation thereof, but only if the summary is 
misleading, inaccurate or inconsistent when read together with the 
other parts of the Document E or if it does not provide, when read 
together with the other parts of the Document E, key information in 
order to help investors when considering whether to invest in the 
securities which are the subject of the transaction. 

 

Section B – Transferee company (BioAlliance Pharma S.A.) 

B.1 Legal and 
commercial name 

BioAlliance Pharma conducts business under the name “BioAlliance 
Pharma” and does not have any ancillary names.  

B.2 Domicile, legal 
form, country of 
incorporation, 
share capital and 
listing 

BioAlliance Pharma is a société anonyme à conseil d’administration (a 
French limited liability company with a board of directors) governed by 
the laws of France and registered with the Companies Registry of Paris 
under registration number 410 910 095. 
 
BioAlliance Pharma has its registered office located at 49 boulevard du 
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Section B – Transferee company (BioAlliance Pharma S.A.) 

Général Martial Valin, 75015 Paris, France.  Following completion of 
the Merger, BioAlliance Pharma (as the continuing company) will 
continue to have its registered office located at this address. 
 
The share capital of BioAlliance Pharma consists of 20,682,992 
ordinary shares of each € 0.25 fully paid in, all from the same single 
class and bearing the same rights and obligations resulting in a total 
share capital of € 5,170,748. 
 
The shares of BioAlliance Pharma are listed at Euronext Paris under 
ISIN FR0010095596 on the segment C.  

B.3 Current operations 
and principal 
activities 

BioAlliance Pharma is a French oncology company that conceives, 
develops and brings to selected markets innovative drugs for the 
treatment of rare cancer and its associated pathologies, more 
specifically for severe and rare orphan diseases. The company’s 
ambition is to become a leading player in the field of orphan diseases 
in oncology by linking innovation with patient needs. Its lead products 
in orphan oncology pipeline are Livatag®, a nanoparticular formulation 
of doxorubicine, in phase III for the treatment of hepatocellular 
carcinoma (primary liver cancer), and Validive®, a Lauriad® formulation 
of clonidine, in phase II for the prevention and treatment of oral 
mucositis induced by cancer treatments. 
 

 PHASE 1 PHASE 2 PHASE 3 REGISTRATION LAUNCH 

LIVATAG® HCC 
Primary liver cancer      

VALIDIVE® 
Oral mucositis 

 
    

 
BioAlliance is running the clinical development of Livatag® internally, 
with external service provided by well established international CRO 
(Clinical Research Organization) in charge of the sites monitoring on a 
continuous basis in Europe and in the US. Same for the manufacturing 
that is externalized to external manufacturing facility but led by 
specialized people in house. In a press release published on 19 May 
2014, BioAlliance Pharma announced that it had obtained the Fast 
Track Designation for Livatag®. 
 
The ongoing phase II of Validive® is also run internally using an 
international CRO to monitor the clinical sites, implemented in various 
European countries as well as US. Following results of phase II trial, the 
company will search for a partner for phase III trial, which would allow 
sharing the costs of such clinical trial and optimize trial’s duration. The 
organization is the same for the manufacturing as for Livatag®.  
 
BioAlliance has full rights on these 2 programs. 
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Section B – Transferee company (BioAlliance Pharma S.A.) 

Apart of this strategic pipeline, the company has developed and 
registered “Specialty products” based on the lauriad muco adhesive 
technology and aiming to improve efficiency profile of available and 
well established drugs.  
 
The company has successfully driven the development of 2 drugs, 
Loramyc®/ Oravig®, miconazole mucoadhesive tablet for oral 
candidiasis and Sitavig®, acyclovir mucoadhesive tablet for recurrent 
Herpes labialis until registration in Europe and in the USA. 
 
These products are dedicated to license agreement with commercial 
partners that generated revenues for the company through milestone 
payments and sales royalties.  

B.4a Description of the 
most significant 
recent trends 
affecting the 
company and the 
industries in which 
it operates 

In light of its current activities, BioAlliance Pharma considers that it has 
no specific comments to make on trends that might affect its recurring 
revenue and its general operating conditions since the date of the last 
financial year ended 31 December 2013, up to the date of registration 
of this Document E. 

B.5 Description of the 
group and the 
company’s position 
within the group 

The group includes BioAlliance Pharma and its three subsidiaries: 
Laboratoires BioAlliance Pharma SAS, wholly-owned operating 
subsidiary governed by the laws of France, SpeBio BV, a 50%-owned 
joint venture governed by the laws of Netherlands -dormant in 2013-, 
and BioAlliance Pharma Switzerland SA, a wholly-owned subsidiary 
governed by the laws of Switzerland -dormant in 2013. 

B.6 Persons who, 
directly or 
indirectly, have an 
interest in the 
issuer’s capital or 
voting rights or 
have control over 
the company 

Not applicable.   
 
As at the date of registration of this Document E, the largest 
institutional shareholders of BioAlliance Pharma are Financière de la 
Montagne and ID Invest Partners with circa 13.57 % and 5.20% of the 
share capital and voting rights, respectively. 

B.7 Selected financial 
and business 
information 

The selected historical financial information by BioAlliance Pharma and 
listed below are collected from the annual financial statements closed 
as of 31 December 2013, 2012 and 2011, prepared in accordance with 
IFRS, as adopted by the European Union: 
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Section B – Transferee company (BioAlliance Pharma S.A.) 

 
 
This financial information should be read in parallel with the financial 
statements contained in chapter 6 of the BioAlliance Pharma 
registration documents for financial years 2011 to 2013. 
 
In compliance with the recommendations of the ESMA (European 
Securities and Markets Authority) (ESMA/2013/319, paragraph 127), 
the following table presents the situation of consolidated 
indebtedness and equity of BioAlliance Pharma, excluding earnings for 
the period, at 28 February 2014: 

 

 
 

31 December 2013 31 December 2012 31 December 2011

Profit and loss

Net sales 1 467 4 028 3 231

Recurring  sales from out-licensing agreements 755 976 1 365

Non-recurring sales from out-licensing agreements 531 3 010 1 451

Other sales 181 42 415

Operating expenses -16 909 -15 559 -18 169
Operating income/(loss) -15 437 -11 515 -14 938

Net financial income 117 -33 316
Net income/(loss) -15 320 -11 548 -14 622

Earnings per share -0,74 -0,65 -0,83

Balance Sheet

Cash 11 329 14 503 28 666

Other current assets 5 114 6 077 3 621
Non-current assets 1 300 1 540 1 793
Shareholders’ equity 7 438 11 742 22 902
Payables 10 305 10 378 11 178

Cash

Cash flow -15 148 -10 672 -13 807
Changes in working capital 1 056 -3 409 -2 227
Net cash generated from operating activities -14 092 -14 082 -11 684
Net cash used in investing activities -43 -63 -161
Net cash used in financing activities -10 912 -5 19 564
Change in cash and cash equivalents -3 174 -14 163 7 718

Shareholder’s equity and indebtedness At 28th february 2014

(€ thousands) 

Guaranteed 0 

Secured 0 

Unguaranteed / Unsecured 82 

Total current debt 82 

Guaranteed 0 

Secured 0 

Unguaranteed / Unsecured (*) 3 379 

Total non-current debt (excluding current long-term debt) 3 379 

Share capital 5 171 

Additional paid-in capital 127 806 

Legal reserve 0 

Other reserves 9 

Retained earnings/(accumulated deficit) -125 125 

Shareholders' equity 7 861 

(*) including 2 479 k€ in relation to repayable advances
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Section B – Transferee company (BioAlliance Pharma S.A.) 

 
 

This analysis of the net debt position reflects the situation of 
BioAlliance Pharma alone, and therefore does not include the debt of 
Topotarget, or the effects of the Merger. 
 
As at the date of registration of this Document E, there have been no 
significant changes to the financial condition and operating results of 
BioAlliance Pharma since 31 December 2013. 

B.8 Selected key pro 
forma financial 
information 

The unaudited condensed combined Pro Forma Balance Sheet was 
prepared as at 31 December 2013 in thousands of Euros and reflects 
the combination of BioAlliance Pharma and Topotarget using the 
acquisition method as if the Merger of BioAlliance Pharma and 
Topotarget had been completed on 31 December 2013: 
 
[Table next page] 

Analysis of net financial indebtedness (unaudited) At 28th february 2014

(€ thousands)

A. Cash 441 

B. Cash equivalents 9 101 

C. Trading securities 0 

D. Liquidity (A + B + C) 9 542 

E. Current financial receivables 0 

F. Short-term bank debt 0 

G. Short-term portion of the medium and long term debts 0 

H. Other short-term financial debt  82 

I. Short-term current financial debt (F + G + H) 82 

J. Net current financial indebtedness (I -E - D) -9 460 

K. Long-term bank loans 0 

L. Bonds issued 0 

M. Other long-term financial debt (*) 3 379 

N. Total non-current financial debt (K + L + M) 3 379 

O. Net financial debt (J + N) -6 082 

(*) including 2 479 k€ in relation to repayable advances
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Section B – Transferee company (BioAlliance Pharma S.A.) 

 
 
The unaudited condensed combined Pro Forma Income Statement 
was prepared for the year ended 31 December 2013 in thousands of 
Euros and reflect the combination of BioAlliance Pharma and 
Topotarget using the acquisition method, as if the Merger of 
BioAlliance Pharma and Topotarget had been completed on 1 January 
2013: 
 

 
 

(in thousands of euros) - Net value

BioAlliance 

Pharma

historical

data in pro

forma

presentation

(note 5.1.3.5)

Topotarget

historical

data in pro

forma

presentation

(note 5.1.3.4)

Pro forma

adjustments

(unaudited)

(note 5.1.3.2)

Combined

pro forma

data

(unaudited)

Goodwill 54 998 54 998

Intangible assets 23 30 600 30 622

Tangible assets 908 105 1 013

Financial assets 369 369

Other non-current assets 48 48

NON-CURRENT ASSETS 1 300 30 753 54 998 87 051

Inventories 3 0 3

Trade receivables 338 105 443

Other current assets 4 773 459 5 232

Marketable securities 7 357 (7 357) 0

Cash & cash equivalents 3 972 4 220 (337) 7 855

CURRENT ASSETS 16 443 4 784 (7 694) 13 533

TOTAL ASSETS 17 743 35 537 47 304 100 584

Share capital 5 171 19 211 (16 511) 7 871

Less: treasury shares (59) 0 (59)

Additional paid-in capital 128 044 128 044

Merger premium 84 883 84 883

Reserves (110 398) 18 063 (25 757) (118 092)

Net income/(loss) for the year (15 320) (4 689) 4 689 (15 321)

SHAREHOLDERS' EQUITY 7 438 32 585 47 304 87 326

Provisions 457 457

Other non-current liabilities 3 030 3 030

NON-CURRENT LIABILITIES 3 487 0 0 3 487

Bank borrowings 91 91

Trade payables 4 557 483 5 041

Other current liabilities 2 170 2 469 4 639

CURRENT LIABILITIES 6 818 2 952 0 9 771

TOTAL LIABILITIES & SHAREHOLDERS' EQUITY 17 743 35 537 47 304 100 584

(in thousands of euros) - Net value

BioAlliance 

Pharma

historical

data in pro

forma

presentation

(note 5.1.3.5)

Topotarget

historical

data in pro

forma

presentation

(note 5.1.3.4)

Pro forma

adjustments

(unaudited)

(note 5.1.3.2)

Combined

pro forma

data

(unaudited)

Net sales 1 467 1 118 2 585

Purchases (264) (264)

Personnel costs (5 347) (2 337) (7 684)

External expenses (10 707) (2 946) (13 653)

Taxes other than on income (298) (298)

Depreciation and amortization (233) (250) (483)

Allowances to provisions 65 65

Other operating income 5 5

Other operating expenses (125) (125)

OPERATING INCOME / (LOSS) (15 437) (4 415) 0 (19 852)

Income from cash and cash equivalents 281 76 357

Other financial income 123 123

Financial expenses (287) (350) (637)

FINANCIAL INCOME / (LOSS) 117 (274) 0 (158)

INCOME / (LOSS) BEFORE TAXATION (15 320) (4 689) 0 (20 009)

Income tax expense 0 0 0 0

NET INCOME / (LOSS) (15 320) (4 689) 0 (20 009)
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The unaudited condensed combined Pro Forma Financial Information 
is presented exclusively for illustrative purposes and does not provide 
for an indication of the results of operating activities or the financial 
position of the combined company that would have been obtained as 
of and for the period ended on 31 December 2013 had the Merger 
been completed as at this date. It does not provide for an indication of 
the future results of the operating activities or financial position of the 
combined entity. 
 
The Pro Forma Financial Information has been prepared to reflect the 
application of measurement and presentation principles consistent in 
accordance with the IFRS accounting standards that will be applied in 
the next financial statements published by the combined entity. For 
the purposes of the preparation of the Pro Forma Financial 
Information, the Merger has been accounted for in the Pro Forma 
Financial Information as an acquisition of Topotarget by BioAlliance 
Pharma. This reflects is consistent with the legal treatment of the 
transaction pursuant to which BioAlliance Pharma is the absorbing 
surviving company legal entity and will be the company issuing new 
shares to Topotarget shareholders in consideration for the Merger. 
Pursuant to IFRS 3, BioAlliance Pharma is also considered the 
accounting acquirer given the respective stock market capitalization of 
BioAlliance Pharma and Topotarget on the date of approval of the 
transaction by the Management Boards of the two groups, the 
Exchange Ratio set out for the contemplated Merger and the 
shareholding structure subsequent to the Merger. 

B.9 Profit forecast or 
estimate 

No forecast or estimates are made by BioAlliance Pharma. 

B.10 Qualifications in 
the audit reports 
on the historical 
financial 
information 

The statutory auditors issued unqualified opinion on BioAlliance 
Pharma’s annual accounts for the past three financial years closed on 
31 December 2011, 31 December 2012 and 31 December 2013. 

B.11 Explanation if the 
issuer’s working 
capital is not 
sufficient for the 
company’s present 
requirements 

BioAlliance Pharma has sufficient working capital for its present 
requirements, i.e. to cover the cash needs of the company over the full 
12-months period following the registration of the present 
Document E. 
 
Upon registration of its lead product Beleodaq, due in August 2014, 
the combined entity is due to receive a milestone of USD 25 million 
from its US partner Spectrum Pharmaceuticals. Including this receipt, 
the combined entity has sufficient working capital for its present 
requirements, including the maximum requirements relating to the 
completion of the Merger, i.e. to cover the cash needs of the 
combined entity over the full 12-months period following the 
registration of the present Document E. 
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Excluding the USD 25 million milestone payment from Spectrum 
Pharmaceuticals, the combined entity does not have sufficient working 
capital for its present requirements. In that configuration, the cash 
shortfall to cover the full 12-months period following the registration 
of the present Document E amounts to € 5 million and the combined 
entity will consume its cash by March 2015. This amount takes into 
account the maximum requirements payable by the company in 
relation to the completion of the Merger and notably the maximum 
amount potentially due as regards to the redemption right of 
Topotarget shareholders (circa EUR 6 million). If necessary, the 
financing of this cash shortfall could, if need be and notably if market 
conditions allow it, be funded through drawdown from the existing 
equity line (PACEO) currently in place, and active research of 
complementary financings. 

 

Section B bis – Transferor company (Topotarget A/S) 

Bbis.1 Legal and 
commercial name 

Topotarget conducts business under the name “Topotarget” and does 
not have any ancillary names. 

Bbis.2  Domicile, legal 
form, country of 
incorporation, 
share capital and 
listing 

Topotarget is an aktieselskab (a Danish limited liability company with a 
board of directors) governed by the laws of Denmark and registered 
with the Danish Business Authority under registration number 
25695771. 
 
Topotarget is domiciled in the municipality of Copenhagen and has its 
registered office at c/o Symbion, Fruebjergvej 3, 2100 Copenhagen, 
Denmark. Following completion of the Merger, the combined entity 
will continue to have a permanent establishment in Denmark. 
 
The shares of Topotarget are listed at NASDAQ OMX Copenhagen 
under ISIN DK0060003556. 
 
As of the date of registration of this Document E, the share capital of 
Topotarget consists of 143,317,114 ordinary shares of each DKK 1 fully 
paid in, all from the same single class and bearing the same rights and 
obligations, resulting in a total share capital of DKK 143,317,114.  
 
Prior to the Merger Legal Effective Date (as defined below) and subject 
to the approval of the Merger by the general meeting of Topotarget 
and BioAlliance Pharma, the share capital of Topotarget will be 
increased as a result of the exercise of 2,476,998 warrants of 
Topotarget, such that effective as of the Merger Legal Effective Date, 
the share capital of Topotarget will consist of 145,791,112 ordinary 
shares of each DKK 1, fully paid in, all from the same single class and 
bearing the same rights and obligations, resulting in a total share 
capital of DKK 145,791,112. 
 
Except for the equity warrants mentioned above, Topotarget has not 



[English translation of French “Document E”] 
 

15 
GED 1386175.1 

Section B bis – Transferor company (Topotarget A/S) 

issued any other equity securities outstanding as of the date of this 
Document E, which would confer entitlement, through conversion, 
exchange, repayment, or exercise of a security or in any way 
whatsoever, to the allocation at any time or in the long term of 
securities, which are or shall be issued to this effect to represent a 
percentage of the capital or of voting rights of Topotarget. 

Bbis.3  Current 
operations and 
principal activities 

Topotarget is a Danish-based biopharmaceutical company dedicated 
to improving cancer therapies. Topotarget focuses on the 
development in pivotal studies of its lead HDACi, belinostat, which has 
demonstrated a clear anti-neoplastic effect in both hematological 
malignancies and solid tumors. 
 
Beleodaq® is licensed to Spectrum Pharmaceuticals, Inc., to develop 
and commercialize the product in North America. 
 

 
 
Beleodaq is filed for a US approval in recurrent/refractory Peripheral T- 
Cell Lymphoma with expected PDUFA date in August 2014.  
 
According to the license agreement entered into between Topotarget 
and Spectrum Pharmaceuticals, upon approval of the Beleodaq by the 
FDA in August 2014, Topotarget is eligible to receive a cash milestone 
payment of USD 25 million from Spectrum Pharmaceuticals by 
November 2014 at the latest. 
 
Beleodaq will be commercialized in the US territory by Topotarget’s 
partner, Spectrum Pharmaceuticals with an indicative launch in late 
2014. Topotarget plans on setting up an ATU program or “Named 
Patient Program” on the basis of the US approval for the purpose of 
initiating prescriptions in this indication. It also plans on establishing 
partnerships in selective territories (e.g. Middle East), where the US 
approval can be used for the registration of Beleodaq.  

Bbis.4a Description of the 
most significant 
recent trends 
affecting the 
company and the 
industries in 
which it operates 

Spectrum Pharmaceuticals filed an NDA with the FDA end 2013 and 
Topotarget received the expected milestone payment of USD 10 
million and 1 million Spectrum Pharmaceuticals shares in Q1 2014. No 
other significant event has occurred since 31 December 2013. 
 
Under the terms of the license agreement with Spectrum 
Pharmaceuticals, while Spectrum Pharmaceuticals is entitled to co-
develop and otherwise sublicense Beleodaq with third parties under 
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certain circumstances in its territories (US and India), Topotarget is not 
aware of any such intentions by Spectrum Pharmaceuticals to do so.  
Spectrum Pharmaceuticals paid Topotarget a USD 10 million cash 
milestone payment, together with a payment of 1 million Spectrum 
Pharmaceuticals shares (valued at approximately USD 8 million), in Q1 
2014 in connection with the recent Beleodaq NDA filing.  On this basis, 
Topotarget anticipates that Spectrum Pharmaceuticals will continue to 
collaborate with Topotarget under the license on the 
commercialization of Beleodaq.  
 
As Spectrum Pharmaceutical’s interest in belinostat is related to the 
opportunities that the product offers in their territory, Topotarget 
does not believe that a merger outside their territory will have any 
direct impact on Spectrum Pharmaceutical’s continued efforts with 
regards to belinostat, and it is therefore unlikely that the merger itself 
will result in a termination of the agreement by Spectrum. 

Bbis.5 Description of the 
group and the 
company’s 
position within 
the group 

The group includes Topotarget A/S and its three wholly-owned 
subsidiaries: Topotarget UK Limited, Topotarget Germany AG 
Topotarget Switzerland S.A. 

Bbis.6 Persons who, 
directly or 
indirectly, have 
an interest in the 
issuer’s capital or 
voting rights or 
have control over 
the company 

Mr. Per Samuelsson, member of the Board of Directors in Topotarget 
is also Partner in HealthCap funds (Odlander Fredrikson & Co AB), the 
major shareholder in Topotarget holding 8.7 % of the shares, as at the 
date of registration of this Document E. 
 
Orfacare Consulting, a company related to the Chairman of the Board, 
provides consultation regarding strategic M&A initiatives involving the 
Topotarget’s shares. Both Orfacare and Topotarget’s CEO are entitled 
to receive compensation upon the completion of a successful M&A 
transaction whereby at least 50% of the Topotarget’s shares are 
acquired including as well a merger involving Topotarget. The 
compensation for each is equal to 2% of the amount by which the 
“take-over value per share” for the entire share capital of Topotarget 
exceeds a share price of DKK 2.55. The remuneration for each cannot 
exceed DKK 15,000,000.     
 
The takeover value shall be the higher of: 
 

1. The takeover value derived from multiplying 143,317,114* 
shares with the Topotarget “offer price”. The offer price is 
defined by converting the BioAlliance Pharma SA average 
share price on the day before announcement of the Merger 
(April 15, 2014) into DKK and divided by 13.5 (the Exchange 
Ratio being 27:2). 

 
2. The takeover value derived from multiplying the number of 

Topotarget shares at completion of the Merger** with the 
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Topotarget “offer price”. The offer price is established using 
the average share price of BioAlliance Pharma SA and the 
Exchange Ratio (27:2) at the date of completion of the Merger. 

 
*  Shares outstanding as of April 16, 2014. 
**  Shares outstanding 143,317,114 plus the actual number of warrants exercised 

before the extraordinary general meeting (planned for 27 June 2014) and less the 
number of shares tendered for redemption. 

 

Each of them would then receive a gross amount of €597 thousand 
calculated according to the offer price defined in model 1. 

Bbis.7  Selected financial 
and business 
information 

The historical financial figures related to Topotarget and presented 
below are extracted  from  the financial statements of Topotarget for 
the financial years closed on 31 December 2011, 31 December 2012 
and 31 December 2013, prepared in accordance with IFRS, as adopted 
by the European Union (please refer to the EUR/DKK applicable 
exchange rate conversion set forth in the beginning of the summary): 
 

DKK ‘ 000  2013 2012 2011 

Financial highlights and 
ratios*) 

   

    Consolidated financial 
highlights and ratios 

   
Revenue .................................  8,338             2,395            65,598  
Research and development 
costs .......................................                 (23,019)         (46,522)         (54,345) 
Write-down of research and 
development projects ............                            -                       -     -  

Sales and distribution costs ....                            -                       -     -  

Operating loss ........................                 (34,148)         (80,210)         (31,352) 

Net financials .........................                   (2,045)           (1,149)             1,087  
Net loss from continued 
operations ..............................                 (36,193)         (81,359)         (29,012) 
Net profit/loss discontinued 
operations ..............................                            -                      99            (3,999) 
Total comprehensive income 
for the year ............................                 (34,968)         (80,017)         (33,011) 

    Basic EPS continued 
operations ..............................                     (0.25)             (0.60)             (0.22) 
Basic  EPS continued and 
discontinued operations ........                     (0.25)             (0.60)             (0.25) 

    
Consolidated balance sheets 

   
Cash and cash equivalents .....  31,483           41,460  114,302 

Equity .....................................  243,092         251,247  330,728 

Total assets ............................  265,117         278,936  370,476 
Investment in tangible assets 
(net) .......................................  10               (226)           (2,283) 

    Consolidated cash flow 
statement 

   
Cash flows from operating                (35,623)         (80,973)         (88,847) 
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activities .................................  

Cash flows from investing 
activities .................................                         152              8,131            (1,919) 
Cash flows from financing 
activities .................................                   25,494   -   -  

Consolidated ratios 
   Number of fully paid shares, 

year-end .................................  143,317,114 132,652,050 132,652,050 

    Average number of shares for 
the period ..............................        140,916,162  132,652,050 132,652,050 

Assets/equity .........................  1.1 1.1 1.1 

Market price, year-end (DKK) .  2.98 2.15 2.51 
Net asset value per share 
(DKK) ......................................  1.7 1.88 2.49 
Average number of full-time 
employees ..............................  13 23 42 

 

Bbis.8 Selected key pro 
forma financial 
information 

Not applicable. 

Bbis.9  Profit forecast or 
estimate 

Not forecast or estimates are made by Topotarget.  
  

Bbis.10 Qualifications in 
the audit report 
on the historical 
financial 
information 

Not applicable. 
 
The statutory auditors issued unqualified opinion on Topotarget A/S 
annual accounts for the past three financial years closed on 31 
December 2011, 31 December 2012 and 31 December 2013. 

Bbis.11 Explanation if the 
issuer’s working 
capital is not 
sufficient for the 
company’s 
present 
requirements 

Not applicable for Topotarget, as a standalone company. 
 
For the combined entity, please refer to Section B11 above and 
Section F3 below. 

 

  Section C – Securities 

C.1 A description of 
the type and the 
class of the 
securities being 
issued, including 
any security 
identification 
number 

The New Ordinary Shares to be issued by BioAlliance Pharma as a 
result of the Merger will be ordinary shares of the same single class, 
immediately fungible and ranked pari passu with existing ordinary 
shares of BioAlliance Pharma. 
 
The New Ordinary Shares will be issued on the Merger Legal Effective 
Date with the ISIN-code of the existing BioAlliance Pharma shares 
(FR0010095596). 

C.2 Currency of the 
securities issue 

The New Ordinary Shares to be issued by BioAlliance Pharma will be 
issued in Euros.  Following the Merger Exchange Date, the New 
Ordinary Shares will be traded in Euros on Euronext Paris and in DKK 
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on NASDAQ OMX Copenhagen (subject to approval of the admission 
request). 

C.3 The number of 
shares issued and 
fully paid and 
issued but not 
fully paid 
 
The par value per 
share 

As of the date of registration of this Document E, the share capital of 
BioAlliance Pharma consists of 20,682,992 ordinary shares of the same 
single class, fully paid in, resulting in a total share capital of 
€ 5,170,748. 
 
The par value per share of BioAlliance Pharma is € 0.25. 

C.4 A description of 
the rights 
attached to the 
securities 

The New Ordinary Shares to be issued by BioAlliance Pharma as a 
result of the Merger will be carrying the same rights and incurring the 
same charges and will be subject to all the provisions of the by-laws of 
BioAlliance Pharma. 
 
In particular, the New Ordinary Shares issued in the context of the 
Merger will be entitled to all distributions of profits and reserves that 
may be decided by BioAlliance Pharma as of the Merger Legal Effective 
Date. 

C.5 A description of 
any restrictions of 
the free 
transferability of 
the Shares 

Not applicable. 

C.6 Admission to 
trading on a 
regulated market 

Application will be made for the New Ordinary Shares of BioAlliance 
Pharma to be tradable on segment C of Euronext Paris and on 
NASDAQ OMX Copenhagen, as a secondary listing. 

C.7 A description of 
dividends policy 

BioAlliance Pharma has not paid any dividend to its shareholders and 
considering its negative retained earnings, it does not anticipate any 
dividend in the coming years. 

 

Section D – Risks 

D.1 Key Information 
on the key risks 
that are specific 
to BioAlliance 
Pharma or its 
industry 

- Risks of insufficient funds and financial resources; the combined 
entity could be facing residual shortfall of its net working capital 
over the next 12 months (please refer to Sections B11, Bbis11 
and F3 of this summary)  

- Continued research is dependent on obtaining continuous 
financial resource  
 

- Risks associated with development of Belinostat (risk of non-
performance of agreement by Spectrum Pharmaceuticals, Inc., 
risk of non-payment of the USD 25 million milestone, risk of delay 
in commercialization, etc.) 

- Risks related to drug research and development 
- Risk of a serious adverse event or of negative results in a clinical 
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trial could affect the growth of BioAlliance Pharma 
- Risk of significant delays in the conduct of its clinical trials could 

affect the growth of BioAlliance Pharma  
- Risks related to outsourcing BioAlliance Pharma's R&D and 

production capabilities  
- Risks related to drug pricing and reimbursement policies  
- Risk associated with a delay in obtaining pricing and 

reimbursement rates or lower-than- expected rates  
- Risk that a marketed product will cease to be reimbursed  
- Risks related to commercial partnership agreements  
- Risks related to the safety of marketed products  
- Challenges and constraints related to the regulatory environment  
- Limitations on protection provided by patents and other 

intellectual property rights  
- Risks associated with exploited patents falling into the public 

domain, with the expiration of marketing licenses, or with the 
eventual emergence of generic drugs for marketed products  

D.2 Key information 
on the key risks 
relating to the 
securities 

- Variation of stock market price 
- The value of BioAlliance Pharma and Topotarget and then of the 

combined entity shares are likely to fluctuate  
- Topotarget may become subject to appraisal proceedings in 

relation to the procedures of Cash Compensation and 
Redemption of shares  

 

Section E – Offer 

E.1 The total net 
proceeds and an 
estimate of the 
total expenses of 
the issue 

As the present transaction consists of a merger, the capital increase 
resulting from the Merger will not result in any proceeds in cash. 
 
Total expenses related to the Merger (in particular bank consultancy 
commissions and fees for attorneys, independent experts and 
auditors) are estimated at € 6.5 million. Of these expenses, € 4.5 
million will be incurred by BioAlliance Pharma and € 2 million by 
Topotarget. 

E.2a Reasons for the 
issue, use of 
proceeds, 
estimated net 
amount of the 
proceeds 

The reason for the issue of New Ordinary Shares is the completion of 
the Merger following approval by the Topotarget Shareholders 
Meeting and the BioAlliance Pharma Shareholders Meeting.  
 
As the present transaction consists of a merger, the capital increase 
resulting from the Merger will not result in any proceeds in cash. 

E.3 Description of 
terms and 
conditions of the 
Merger 

 

 Value of 
Topotarget 

The fair market value of the total net assets of Topotarget is estimated 
at € 78,727,196, calculated as follows: 
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contributed 
assets and 
liabilities 

- Assets transferred: € 81,679,490 
- Liabilities transferred: € -2,952,294 
- Total net assets transferred: € 78,727,196 

 Exchange Ratio
  

2 New Ordinary Shares of BioAlliance Pharma for 27 shares in 
Topotarget, i.e. circa 0.074. 

 Amount of 
BioAlliance 
Pharma share 
capital increase 

€ 2,699,835.25 

 Number of 
BioAlliance 
Pharma shares 
to be issued  

10,799,341 New Ordinary Shares, at a par value per share of € 0.25, 
each New Ordinary Share bearing an issue premium of €7.04. 

 Admission to 
trading of New 
Ordinary Shares 

Following the Merger Legal Effective Date, the New Ordinary Shares of 
BioAlliance Pharma will be tradable on segment C of Euronext Paris 
(ISIN code FR0010095596) and application will be made for trading on 
the NASDAQ OMX Copenhagen, as a secondary listing. 

 BioAlliance 
Pharma Merger 
Premium  

€ 76,027,360.75 

 BioAlliance 
Pharma Share 
capital post 
Merger  

€ 7,870,583.25, divided into 31,482,333 ordinary shares of € 0.25 par 
value each. 

 Merger Legal 
Effective Date 

Subject to completion of the Conditions Precedent set forth below, the 
Merger will take effect for legal purposes when (i) the Danish Business 
Authority has issued the certificate prescribed by sec. 289(1) of the 
Danish Companies Act and (ii) the Merger is registered with the French 
relevant authority (greffe or notaire), cf. L.236-30 et L.236-31 of the 
French Commercial Code. 
 
Subject to the above, the parties expect that the Merger will take 
effect for legal purposes in the course of the month of July or August 
2014. 

 Merger 
Accounting 
Reference Date 

For accounting purposes (ref. article 5, subsection 1 (f) of the EU 
Directive 56/2005), the Merger shall have effect as of 1 January 2014.  
 
For the avoidance of doubt the stipulated Merger Accounting 
Reference Date shall be without prejudice for applicable accounting 
standards. Consequently, for purposes of BioAlliance Pharma’s 
preparation of its consolidated accounts in accordance with IFRS 
accounting standards, the Merger will be recognized as of the date on 
which BioAlliance Pharma acquires control over the assets and 
activities of Topotarget. This date is expected to be no earlier than 30 
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June 2014 being the date of the latest of the general meetings of the 
Companies convened for the purpose of resolving the Merger. 

 Merger 
Exchange Date 

Exchange in VP SECURITIES A/S of Topotarget shares for New Ordinary 
Shares will take place after the expiry of the second trading day 
following the last trading day of the Topotarget shares on NASDAQ 
OMX Copenhagen, such dates to be announced by separate 
announcement by Topotarget and BioAlliance Pharma not less than 
five trading days prior to the Merger Exchange Date. 

 Appointment of 
French Merger 
Appraisers  

 

Two French merger appraisers (commissaires à la fusion) were 
appointed by order of the Commercial Court of Paris on 
19 March 2014 further to a request filed by BioAlliance Pharma on 13 
March 2014. The French Merger Appraisers are (i) Mr. Thierry Bellot at 
Bellot Mullenbach & Associés, located at 11 rue de Laborde in Paris 
(75008), France, and (ii) Mr. Olivier Marion, at Groupe A4, located at 
66 avenue des Champs Elysées in Paris (75008), France. 

 Appointment of 
Danish Merger 
Appraisers  

 

In accordance with Danish law, the board of directors of Topotarget 
appointed PricewaterhouseCoopers, located at Strandvejen 44, 2900 
Hellerup, Copenhagen, Denmark, as merger appraiser of Topotarget 
on 26 March 2014. 

 Conclusion of 
the French 
Merger 
Appraisers   

- Conclusion on the value of the contributions in kind: 
 

“In conclusion to our work, we believe that the value of the 
contributions in kind of an amount of € 78,727,196 is not 
overestimated and, as a consequence, that the amount of the net 
assets to be transferred by the transferor company is at least 
equivalent to the amount of the contemplated share capital 
increase of the transferee company increased by the merger 
premium.” 
 

- Conclusion on the consideration for the contributions in kind: 
 
“In conclusion to our work, we believe that the proposed 
exchange ratio of 0.074074 new ordinary share of BioAlliance for 
1 share of Topotarget is fair and reasonable.” 

 Conclusion of 
the Danish 
Merger 
Appraiser  

- Conclusion on the Definitive Merger Plan: 
 

“In our opinion, the procedures applied by the Board of Directors 
of Topotarget A/S for assessing the fair values of the companies 
and the fixing of the exchange ratio are appropriate. On this 
basis, in our opinion, the consideration for the shares of 
Topotarget A/S is fairly and reasonably justified.” 
 

- Conclusion on the creditors’ position: 
 

“In our opinion, the creditors of Topotarget A/S can be considered 
to be sufficiently secured after the merger based on the current 
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position of the individual Company, cf section 277 of the Danish 
Companies Act.” 

 Redemption of 
shares offered 
to Topotarget 
shareholders  

Shareholders of Topotarget who oppose the Merger at the general 
meeting of Topotarget may demand redemption of their shares by 
Topotarget by making a written request to this effect no later than 
four weeks after the date of the Topotarget shareholders’ general 
meeting to decide on the Merger. Any shareholder in Topotarget 
wishing to exercise that right must make a declaration to that effect at 
the general meeting in order to retain that right.  
 
Redemption shareholders will not be entitled to receive any new 
ordinary shares of BioAlliance Pharma. Instead, BioAlliance Pharma 
will deliver such number of new ordinary shares as each relevant 
redemption shareholder would have been entitled to receive if it had 
not exercised its redemption right to a financial institution designated 
by BioAlliance Pharma in lieu of such redemption shareholder. Such 
new ordinary shares will then be repurchased by BioAlliance Pharma 
to such financial institution within the framework of a share buy-back 
program implemented by BioAlliance Pharma in accordance with the 
provisions of article L. 225-209 of the French Commercial Code. 
 
Redemption shares will be redeemed at a price determined after due 
consideration by the board of directors of Topotarget to be DKK 3.16 
per share.  
 
As provided below, the completion of the Merger is conditional upon 
the satisfaction of the redemption shares being less than 14,331,711 
(equal to 10% of the total outstanding share capital of Topotarget as at 
the date of the Definitive Merger Plan), corresponding to an aggregate 
maximum amount of DKK 45,288,206.76, on the basis of DKK 3.16 per 
share, i.e. circa EUR 6 million. 
 
Accordingly, and by reference to the Exchange Ratio, the maximum 
number of new ordinary shares that BioAlliance Pharma may 
potentially have to repurchase is 1,061,608. 

 Cash 
compensation 
offered to 
Topotarget 
shareholders  

Shareholders of Topotarget may claim cash compensation from 
Topotarget if the consideration offered for the shares in Topotarget is 
determined to be not fair and reasonable, and if they have made a 
reservation to this effect at Topotarget shareholders’ meeting deciding 
on the Merger. 
 
As mentioned above, the Danish Merger Appraiser concluded in its 
report that the consideration offered is fair and reasonable. 

 Conditions 
Precedent  

 

In accordance with the provisions of the Definitive Merger Plan, the 
completion of the Merger shall be conditional upon the satisfaction of 
the following conditions precedent (the “Conditions Precedent”): 
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(i) Conditions Precedent to be satisfied prior to the vote of 
BioAlliance Pharma or Topotarget shareholders’ meetings: 

 
- The registration (enregistrement) by the AMF of the Document 

E and the issuance of a visa by the AMF on the admission 
prospectus to be used for passporting to Denmark, 

 
- The passporting of the admission prospectus to Denmark, 

 
- No Material Adverse Change affecting either of BioAlliance 

Pharma or Topotarget shall have occurred and be pending or 
shall be threatening to occur, and 

 
- The parties contractually agreed that the number of shares 

issued by Topotarget held by shareholders of Topotarget who 
at the general meeting convened for the purpose of approving 
the Merger (i) have opposed the Merger and (ii) upon request 
of the chairman of general meeting of Topotarget pursuant to 
section 110(2) of the Danish Companies Act have made 
declarations to the effect that they wish to exercise their right 
to require redemption pursuant to section 286 of the Danish 
Companies Act, does not exceed 14,331,711 of shares (equal to 
10% of the total outstanding share capital of Topotarget as at 
the date of the Definitive Merger Plan). 

 
 
(ii) Conditions Precedent depending upon a vote of BioAlliance 

Pharma or Topotarget shareholders’ meetings: 
 

- the completion of the Merger by Topotarget is subject to the 
approval of the Merger by the shareholders of Topotarget at an 
extraordinary shareholders’ meeting of Topotarget, in 
accordance with the requirements of the articles of association 
of Topotarget and Danish law, and 

 
- the completion of the Merger by BioAlliance Pharma is subject 

to (i) the prior approval of the Merger by the general meeting 
of Topotarget, and (ii) the approval of the Merger by the 
general meeting of BioAlliance Pharma (including, but not 
limited to, the acknowledgement of the rights of the 
Topotarget shareholders and their consequences for 
BioAlliance Pharma), in accordance with the requirements of 
the articles of association of BioAlliance Pharma and French 
law. 

 
For the avoidance of doubt, following the approval of the Merger by 
Topotarget shareholders’ meeting and BioAlliance Pharma 
shareholders’ meeting, the completion of the Merger shall not be 
subject to any other conditions, except for the registration of the 
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Merger by the relevant French and Danish authorities. 
 
In the event that the Conditions Precedent have not been satisfied by 
BioAlliance Pharma and Topotarget on or before 31 August 2014, the 
Merger Plan, the Merger Agreement and the Definitive Merger Plan 
shall automatically terminate and cease to have any further force or 
effect. 

E.4 Any interest 
material to the 
issue, including 
conflicting 
interests 

Not applicable. 

E.5 Lock-up 
agreements: the 
parties involved 
and indication of 
the period of the 
lock-up 

Not applicable. 
 

E.6 The amount and 
percentage of 
immediate 
dilution resulting 
from the merger 

 Impact of the Merger on the share of consolidated equity of the 
group for the holder of one BioAlliance Pharma share 

 
Note: Calculation is made on the basis of consolidated equity and the 
total number of BioAlliance Pharma shares as at the date of 
registration of this Document E, i.e. 20,682,992 shares. 
 

 Share of consolidated 
equity (in Euros), on a 

non-diluted basis 

Share of consolidated 
equity (in Euros), on a 

diluted basis1 

Before issuance 
of the New 
Ordinary Shares 

€0.36 €0.23 

After issuance of 
the New 
Ordinary Shares 

€2.77 €2.67 

 
 Impact of the Merger on a holder of 1% of BioAlliance Pharma’s 

share capital pre-Merger 
 
Note: Calculation is made on the basis of the total number of 
BioAlliance Pharma shares as at the date of registration of this 
Document E, i.e. 20,682,992 shares. 
 

                                                           
1
 Taking into account the exercise of all stock options and equity warrants, as at 20 May 2014. 
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 Ownership 
percentage, on a non-

diluted basis 

Ownership 
percentage, on a 

diluted basis2 

Before issuance 
of the New 
Ordinary Shares 

100.0% 94.5% 

After issuance of 
the New 
Ordinary Shares 

65.7% 63.3% 

 

E.7 Estimated 
expenses charged 
to the investor by 
the issuer 

Not Applicable. 

 

Section F - Additional Information 

F.1 Objectives of the 
Merger 
 

The purpose of the Merger is to create -through the merger of 
BioAlliance Pharma and Topotarget and their respective businesses 
and assets- a unique biotech leader with a strong and diversified 
pipeline in the Orphan Oncology disease area. 

F.2 Situation of 
consolidated 
indebtedness and 
equity of the 
combined entity 

In compliance with the recommendations of the ESMA (European 
Securities and Markets Authority) (ESMA/2013/319, paragraph 127), 
the following table presents the situation of consolidated 
indebtedness and equity of the combined entity, excluding earnings 
for the period, at 28 February 2014:  
 
[Table next page] 

                                                           
2
 Taking into account the exercise of all stock options and equity warrants, as at 20 May 2014. 
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F.3 Explanation if the 
combined entity’s 
working capital is 
not sufficient for 
the combined 
entity’s present 
requirements 

Upon registration of its lead product Beleodaq, due in August 2014, 
the combined entity is due to receive a milestone of USD 25 million 
from its US partner Spectrum Pharmaceuticals. Including this receipt, 
the combined entity has sufficient working capital for its present 
requirements, including the maximum requirements relating to the 
completion of the Merger, i.e. to cover the cash needs of the 
combined entity over the full 12-months period following the 
registration of the present Document E. 
 
Excluding the USD 25 million milestone payment from Spectrum 
Pharmaceuticals, the combined entity does not have sufficient working 
capital for its present requirements. In that configuration, the cash 
shortfall to cover the full 12-months period following the registration 
of the present Document E amounts to € 5 million and the combined 
entity will consume its cash by March 2015. This amount takes into 
account the maximum requirements payable by the company in 
relation to the completion of the Merger and notably the maximum 
amount potentially due as regards to the redemption right of 
Topotarget shareholders (circa EUR 6 million). If necessary, the 
financing of this cash shortfall could, if need be and notably if market 
conditions allow it, be funded through drawdown from the existing 
equity line (PACEO) currently in place, and active research of 

Shareholder’s equity and indebtedness
BioAlliance 

Pharma
Topotarget

Merger 

adjustments
Total

(€ thousands) 

Guaranteed 0 

Secured 0 

Unguaranteed / Unsecured, 82 476 558 

Total current debt 82 476 0 558 

Guaranteed 0 

Secured 0 

Unguaranteed / Unsecured (*) 3 379 0 3 379 

Total non-current debt (excluding current long-term debt) 3 379 0 0 3 379 

Share capital 5 171 19 205 -16 511 7 865 

Additional paid-in capital 127 806 84 883 212 689 

Legal reserve 0 

Other reserves 9 9 

Retained earnings/(accumulated deficit) -125 125 13 403 -21 068 -132 790 

Shareholders' equity 7 861 32 608 47 304 87 773 

(*) BioAlliance Pharma: including 2 479 k€ in relation to repayable advances

Analysis of net financial indebtedness (unaudited)
BioAlliance 

Pharma
Topotarget

Merger 

adjustments
Topotarget

(€ thousands)

A. Cash 441 9 946 -7 694 2 693 

B. Cash equivalents 9 101 5 689 14 790 

C. Trading securities 0 

D. Liquidity (A + B + C) 9 542 15 635 -7 694 17 483 

E. Current financial receivables 0 549 549 

F. Short-term bank debt 0 

G. Short-term portion of the medium and long term debts 0 

H. Other short-term financial debt  82 476 558 

I. Short-term current financial debt (F + G + H) 82 476 0 558 

J. Net current financial indebtedness (I -E - D) -9 460 -15 708 7 694 -17 474 

K. Long-term bank loans 0 

L. Bonds issued 0 

M. Other long-term financial debt (*) 3 379 3 379 

N. Total non-current financial debt (K + L + M) 3 379 0 0 3 379 

O. Net financial debt (J + N) -6 082 -15 708 7 694 -14 096 

(*) BioAlliance Pharma: including 2 479 k€ in relation to repayable advances
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complementary financings. 

F.4 Key information 
on the key risks in 
relation to the 
Merger 

- Risks attached to the registration of the Merger both in Denmark 
and France  

- The Merger is subject to conditions precedent  
- Variation of stock market price  
- Topotarget may become subject to appraisal proceedings in 

relation to the procedures of Cash Compensation and 
Redemption of shares  

- Risks relating to provisions on a change in control or the transfer 
of certain agreements concluded by Topotarget and/or 
BioAlliance Pharma  

- Risks relating to the integration of the activities of the two 
companies, costs relating to this integration and achieving 
synergies  

- Risks relating to the need to retain management and key 
personnel following the Merger 

- The value of BioAlliance Pharma and Topotarget and then of the 
combined entity shares are likely to fluctuate  

F.5 Shareholders 
holding more 
than 5 % of 
BioAlliance 
Pharma before 
and after 
completion of the 
Merger 

Note: Calculation is made on the basis of (i) the total number of 
BioAlliance Pharma outstanding shares as at the date of registration 
of this Document E, i.e. 20,682,992 shares, (ii) the total number of 
Topotarget outstanding shares as at the date of registration of this 
Document E, plus the new ordinary shares in Topotarget to be issued 
as a result of the exercise of the Topotarget warrants, i.e. a total of 
145,791,112 shares, and (iii) the number of shares and voting rights 
held by the shareholders holding more than 5 % of the share capital 
and voting rights of BioAlliance Pharma, as at the date of registration 
of this Document E: 

 

Shareholders 

Before the Merger After the Merger 

Shares and voting rights* Shares and voting rights* 

Number Percentage Number Percentage 

Financière de 
la Montagne 

2,807,570 13.57 % 2,807,570 8.92 % 

IDInvest 
Partners 

1,076,395 5.20 % 1,076,395 3.42 % 

HealthCap 
Funds 

0 0 % 924,632 2.94 % 

Other 
shareholders 

16,799,027 81.22 % 26,673,736 84.73 % 

Total 20,682,992 100.00 % 31,482,333 100.00 % 

* All shares carrying the same voting rights 
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All shares in BioAlliance Pharma are from the same single class and 
bear the same rights and obligations, and the bylaws of BioAlliance 
Pharma do not expressly provide for the attribution of double voting 
rights. 

F.6 Corporate name 
of the combined 
entity 

At the general meeting of BioAlliance Pharma to be held on 30 June 
2014 for the purpose of resolving on the merger, the shareholders of 
BioAlliance Pharma, the absorbing company, will be proposed that 
the combined entity carries on business under the new corporate 
name: Onxeo. 

F.7 Post-merger structure of 
the combined entity 
 
 
 
 

F.8 Indicative 
timetable of the 
Merger 

19/03/14 Appointment of the French Merger Appraisers by the 
Commercial Court of Paris 

26/03/14 Appointment of the Danish Merger Appraiser by the 
board of directors of Topotarget 

10/04/14 Favorable opinion (avis favorable) from the works 
council of BioAlliance Pharma on the Merger 

16/04/14 Execution of the Merger Plan and Merger Agreement 
/ Press Release - Company Announcement 

21/05/14 Execution of the Definitive Merger Plan / Press 
Release - Company Announcement 

22-26/05/14 Filing of the Definitive Merger Plan to the 
Commercial Court of Paris and the Danish Business 
Authority 

26/05/14 Registration of the Document E by the AMF / 
Publication in France 

26/05/14 Visa from the AMF on the admission prospectus / 
Passporting to Denmark of the admission prospectus 
incorporating the Document E 

26/05/14 Calling of BioAlliance Pharma shareholders’ meeting 
/ Making available Merger documentation 

27/05/14 Calling of Topotarget shareholders’ meeting / Making 

50% 100% 100% 100% 100% 100% 

Laboratoires 
BioAlliance 

Pharma 

BioAlliance 
Pharma 

Switzerland 

Topotarget 
Switzerland 

Topotarget 
Germany 

Topotarget 
UK 

SpeBio BV 

Combined 
Entity 
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available Merger documentation  

27/06/14 Shareholders’ meeting of Topotarget 

30/06/14 Shareholders’ meeting of BioAlliance Pharma 

July/August 
2014 

Legal formalities in relation to completion of the 
Merger / Dissolution of Topotarget / Admission to 
trading of New Ordinary Shares 

 

F.9 Practical terms 
and provisions of 
this Document E 

This Document E is available to shareholders, free of charge, at the 
registered office of BioAlliance Pharma and Topotarget, as well as on 
their respective website (www.bioalliancepharma.com and 
www.Topotarget.com) and on the website of the AMF (www.amf-
france.org). 

 
 

-0- 

http://www.bioalliancepharma.com/
http://www.topotarget.com/
http://www.amf-france.org/
http://www.amf-france.org/
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2. RESPONSIBILITY FOR THE DOCUMENT E 
 

2.1. For BioAlliance Pharma, the Transferee company of BioAlliance Pharma 
 

2.1.1. Person responsible for the Document E 
 
Mrs. Judith Greciet, Directeur Général (Executive Officer) of BioAlliance Pharma 
 

2.1.2. Statement by the person responsible for the Document E 
 
"I hereby certify, having taken all reasonable measures for such purpose, that the 
information contained in this Document E and relating to BioAlliance Pharma, is to my 
knowledge, consistent with reality and does not include any omission likely to affect its 
meaning. 
 
I have received a completion letter from the statutory auditors of BioAlliance Pharma 
stating that they have completed their assignment which included auditing the information 
relating to the financial position and the financial statements of BioAlliance Pharma 
provided for in this Document E together with reading this document. 
 
The historical financial information incorporated by reference in this Document E has given 
rise to the statutory auditors’ reports, which contain the following emphasis of matter 
paragraphs: 
 

- Pages 138 and 171 of the French version of the 2013 registration document and 
pages 135 and 168 of the English version of the 2013 registration document: matter 
described in Note 2.1 to the consolidated financial statements “Basis of preparation 
of the financial statements” and in Note 1 to the financial statements “Accounting 
rules and methods”, concerning the conditions of application of the principle of a 
going concern.  
 

- Pages 153 and 187 of the 2012 reference document (French and English versions): 
matters discussed in Note 8.3 to the consolidated financial statements “Provisions 
for litigation” and in Note 3.10 to the financial statements “Provisions for litigation”, 
concerning the ongoing disputes with Spepharm and SpeBio, and with Eurofins. 

 
- Pages 149 and 186 of the 2011 reference document (French and English versions): 

matters discussed in Note 7.1.2 to the consolidated financial statements “Provisions 
for litigation” and in Note 3.10 to the financial statements “Provisions for litigation”, 
concerning the ongoing disputes with Spepharm and SpeBio, and with Eurofins. 

 
The financial information pro forma presented in this Document E has given rise to the 
statutory auditors’ report, which contains the following emphasis of matter paragraphs: 
 

- The paragraph 5.1.3.1 (iii) of section 5 of the Document E “Assumptions”, which 
specifies the hypothesis, used in the Pro Forma Financial Information for the 
accounting treatment of the “redemption right”. 
 

- The paragraph 5.1.3.2 (i) of section 5 of the Document E “Recording of the 
acquisition”, which explains the detail of the temporary Topotarget goodwill 
calculation.” 
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Mrs. Judith Greciet 
Directeur Général (Chief executive Officer) of BioAlliance Pharma 

 
2.1.3. Responsibility for auditing the accounts  

 
2.1.3.1. Principal Statutory Auditors 

 
Grant Thornton 
French member of Grant Thornton International 
100, rue de Courcelles, 75017 Paris, France 
Represented by Mr. Jean-Pierre Colle, member of the Compagnie des commissaires aux 
comptes de Paris (Statutory Auditors Association of Paris). 
 
Ernst & Young Audit 
Tour Ernst & Young, Faubourg de l’Arche,  
1/2 place des Saisons, 92400 Courbevoie, France 
Represented by Mrs. Béatrice Delaunay, member of the Compagnie des commissaires aux 
comptes de Versailles (Statutory Auditors Association of Versailles). 
 

2.1.3.2. Deputy Statutory Auditors 
 
Auditex 
Tour Ernst & Young 
11 allée de l’Arche, 92037 Paris la Défense Cedex, France 
 
Institut de Gestion et d’Expertise Comptable (IGEC) 
3 rue Léon Jost, 75017 Paris, France 

 
2.2. For Topotarget, the Transferor company 

 
2.2.1. Person responsible for the Document E 

 
Mr. Anders Fink Vadsholt, Chief executive officer of Topotarget 
 

2.2.2. Statement by the person responsible for the Document E 
 
“I hereby certify, having taken all reasonable measures for such purpose, that the 
information contained in this document E and relating to Topotarget A/S, is to my 
knowledge, consistent with reality and does not include any omission likely to affect its 
meaning. 
 
I have received a letter from the statutory auditors of Topotarget A/S stating that  they  
have completed their assignment which  with  reference to  ISRS 4400 was to check that the 
historical financial figures related  to Topotarget A/S and provided in this document are 
correctly extracted  from  the financial statements of Topotarget A/S for 2011, 2012 and 
2013. 
 
The historical financial statements for 2012 has given rise to the following emphasis of 
matter  paragraph: “Without qualifying our opinion, we draw attention to the disclosures in 
the Management’s review and to Significant accounting assumptions and estimates (Note 2 
to the annual report) under “Key risk factors” and “Going concern” in which Management 
has stated that the company expects its funds to be sufficient to present the annual report 
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on a going concern basis. If the expected milestone payments are not received or are 
delayed, management believes that the level of activities and the cost base can be adjusted 
accordingly. A natural uncertainty is attached to the company’s 2013 budget and thus, the 
future capital resources.”” 
 
Anders Fink Vadsholt, Chief executive officer of Topotarget 
 

2.2.3. Responsibility for auditing the accounts  
 
Deloitte Statsautoriseret Revisionspartnerselskab, Weidekampsgade 6, 2300 København S, 
Denmark. Contact person: Jens Rudkjær, Partner. Member of FSR- danske revisorer 
(Statutory Auditors Association of Denmark). 
 
 

3. INFORMATION REGARDING THE MERGER AND ITS CONSEQUENCES 
 

3.1. Economic aspects of the Merger 
 

3.1.1. Pre-existing relationships between BioAlliance Pharma and Topotarget 
 

3.1.1.1. Execution of the Merger Plan between BioAlliance Pharma and Topotarget 
 
BioAlliance Pharma and Topotarget have been in discussions in relation to the possibility of 
a business combination between their respective groups with a view to creating a key 
biotech group in the European market through the Merger. 
 
BioAlliance Pharma and Topotarget have entered into a merger plan (the “Merger Plan”) on 
16 April 2014 specifying the terms of the business combination of BioAlliance Pharma and 
Topotarget and notably the conditions in which the Merger would be carried out, and its 
consequences for the shareholders of BioAlliance Pharma and Topotarget.  
 
BioAlliance Pharma and Topotarget have executed this Merger Plan with the intention of 
completing a cross border merger of BioAlliance Pharma and Topotarget in accordance with 
EU Directive 2005/56/EC of 26 October 2005 as implemented in (i) French law as more 
specifically set out under Articles L. 236-25 and seq. and R. 236-13 and seq. of the French 
Commercial Code as well as the legal and regulatory provisions applicable to mergers 
between French companies which do not conflict with the aforementioned and (ii) Danish 
law as more specifically set out in chapter 16, of the Danish Companies Act (in Danish 
“selskabsloven”), with BioAlliance Pharma as the continuing company and Topotarget as 
the discontinuing company. 
 

3.1.1.2. Execution of the Merger Agreement between BioAlliance Pharma and Topotarget 
 
On 16 April 2014, BioAlliance Pharma and Topotarget have also entered into a merger 
agreement (the “Merger Agreement”), specifying their respective rights and obligations in 
the context of the preparation and consummation of the Merger. 
 
In particular, BioAlliance Pharma and Topotarget agreed to use their best efforts to pursue 
the completion of the Merger in accordance with the provisions of the Merger Plan and the 
agreed upon timeline.  
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To that end, BioAlliance Pharma and Topotarget undertook to conduct their respective 
business in the ordinary course and consistent with past practice and not to take action 
which might have a material adverse effect on the completion of the Merger. 
 
Under the Merger Agreement, BioAlliance Pharma and Topotarget agreed that the Merger 
Plan will need to be replaced by the Definitive Merger Plan (as defined in Section 3.1.1.3 
below) upon completion of and reflecting the outcome of the Topotarget Warrant Exercise 
and possibly the Binding Tax Ruling (as defined in the Merger Agreement) in order to serve 
as the basis for registration of the Merger in Denmark. The Parties agreed to cooperate in 
good faith with a view to ensuring that the Merger Plan is so replaced by the Definitive 
Merger Plan. 
 
BioAlliance Pharma and Topotarget further agreed that the obligation of each party to 
consummate the Merger Agreement is subject to them obtaining any and all regulatory 
approvals and clearances, if applicable. 
 

3.1.1.3. Execution of the Definitive Merger Plan between BioAlliance Pharma and Topotarget 
 
In accordance with the provisions of the Merger Agreement, BioAlliance Pharma and 
Topotarget executed a Definitive Merger Plan on 21 May 2014 (the “Definitive Merger 
Plan”), which replaces in all respects the Merger Plan to reflect the outcome of the 
Topotarget Warrant Exercise. 
 
The Definitive Merger Plan sets out the definitive number of the New Ordinary Shares to be 
issued by BioAlliance Pharma as consideration for the total share capital of Topotarget at 
the completion of the Merger and the updated amount of the Merger Premium. 
 
The Definitive Merger Plan is attached herein as Schedule 1.  
 

3.1.1.4. Publication following execution of the Merger Plan, the Merger Agreement and the 
Definitive Merger Plan 
 
Following the execution of the Merger Plan and the Merger Agreement, BioAlliance Pharma 
and Topotarget published on 16 April 2014, a joint press release / company announcement, 
which is available on the websites of BioAlliance Pharma (www.bioalliancepharma.com) 
and Topotarget (www.Topotarget.com), in which BioAlliance Pharma and Topotarget stated 
that their respective board of directors had recommended the Merger by unanimous vote 
of the members of the board of directors. 
 
Upon execution of the Definitive Merger Plan, BioAlliance Pharma and Topotarget 
published on 22 May 2014, a joint press release / company announcement, which is 
available on the websites of BioAlliance Pharma (www.bioalliancepharma.com) and 
Topotarget (www.Topotarget.com). 
 

3.1.1.5. Shareholdings 
 
Not applicable. 

http://www.bioalliancepharma.com/
http://www.topotarget.com/
http://www.bioalliancepharma.com/
http://www.topotarget.com/
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3.1.2. Purpose and objectives of the Merger 

 
3.1.2.1. The Merger profile 

 
The combined entity will build a leading European integrated Biopharmaceutical Orphan 
Oncology company with the clear strategic objective to become a key player in the orphan 
oncology field.  
 
The combined entity will consolidate two well-advanced orphan oncology products 
portfolios, each with several pre-clinical and clinical programs. 
 
BioAlliance Pharma is a French oncology company that conceives, develops and brings to 
market innovative drugs for the treatment of rare cancer and its associated pathologies, in 
selected markets, more specifically for severe and rare orphan diseases. Founded in 1997 
and listed on Euronext Paris in 2005, the company’s ambition is to become a leading player 
in the field of orphan diseases in oncology by linking innovation with patient needs. Its lead 
products in orphan oncology pipeline are Livatag®, a nanoparticular formulation of 
doxorubicine, in phase III for the treatment of hepatocellular carcinoma and Validive®, a 
Lauriad® formulation of clonidine, in phase II for the prevention and treatment of oral 
mucositis induced by cancer treatments.  
 
Topotarget is a Danish oncology company focused on late-stage clinical development. 
Topotarget, founded in 2000 and listed on NASDAQ OMX Copenhagen A/S in 2005, aims at 
improving the quality of life and prolonging the lives of cancer patients by offering novel, 
safe, and effective cancer drugs. Its lead compound belinostat (Beleodaq®), a Histone 
Deacetylase (HDAC) inhibitor, is in the registration phase for the treatment of Peripheral T-
Cell Lymphoma (“PTCL”) and in phase II in several other cancer indications. 
 
The rationale for combining the two companies is to establish a strong biotech company 
with a critical mass, with a deep orphan oncology portfolio and a diversified and well-
balanced risk profile, based on a solid and demonstrated expertise in orphan oncology 
product development. Combining the two portfolios will mitigate the inherent risk of 
research and development. The management team of the combined entity will lead a highly 
skilled organization that will maintain and grow operations in the areas of research and 
development, industrialization & commercialization allowing the combined entity to focus 
on existing and capture new development programs. 
 
The immediate objective of the combined entity is to build an efficient organization, 
actively leading the development of the on-going clinical programmes by capitalizing on the 
internal expertise within development and registration. 
 
The growth strategy of the combined entity will be driven by the development of its 
advanced orphan oncology products, with high sales potential, benefiting from price and 
favorable reimbursement strategy, and meeting a high unmet medical need, for a relatively 
small population of patients. Three orphan oncology programs are currently at an advanced 
stage of clinical development (Phase II and Phase III registration) and represent major 
therapeutic innovation in their field.  
 
The combined entity will develop breakthrough products and technologies, both in terms of 
nanoparticle formulation, delivery mucosa or targeted therapies that allow acting precisely 
on a therapeutic target and reducing resistance and / or intolerance. 
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These objectives result in a multi-pronged approach to delivering value creation for the 
combined entity shareholders over the near, medium and long-term. 
 
By executing on this strategy, the combined entity will intend to have revenue in the 
medium/long term enabling financial self-sustainability with royalties and milestones 
payments from the resulting partnership and in particular the Spectrum collaboration and 
licensing agreement in place for Beleodaq in the US. New collaboration and licensing 
agreements related to the Validive and Livatag programmes may also be set up. In addition, 
in a mid-/long-term perspective, the combined entity may directly market these products 
with high added value in order to benefit from the entire margin. The progression of both 
in-house and partnered R&D programs will drive the combined entity’s financial 
performance, resulting in robust and sustainable value creation for the company’s share 
and stakeholders. 
 

3.1.2.2. Corporate governance 
 
BioAlliance Pharma will be the absorbing company. Once the Merger is completed, the 
combined entity’s registered office will be located in Paris (France), and its shares will be 
traded on both Euronext Paris and NASDAQ OMX Copenhagen (subject to approval of the 
admission request). 
 
The shareholders of the combined entity will be proposed to have the board of directors of 
the combined entity structured in a balanced manner, with two members of the previous 
Topotarget board, Mr. Bo Jesper Hansen and Mr. Per Samuelsson, in order to reflect the 
spirit of the Merger. 
 
Chairman position will continue to be held by Mr. Patrick Langlois, current Chairman of the 
board of directors BioAlliance Pharma.  
 
Chief executive officer position will continue to be held by Mrs. Judith Greciet, current Chief 
executive officer of BioAlliance Pharma.  
 
Accordingly, upon completion of the Merger, the board of directors of the combined entity 
is expected to consist of the following members: 
 

- Mr. Patrick Langlois, Chairman of the board; 

- Mrs Judith Greciet;  

- Financière de la Montagne, represented by Mr. Nicolas Trebouta; 

- Mr. Russell Greig; 

- Mrs Danielle Guyot-Caparros; 

- Mr. Thomas Hofstaetter; 

- Mr. David Solomon; 

- Mr. Bo Jesper Hansen; 

- Mr. Per Samuelsson. 
 
The combined entity’s operation will be located mainly in France (Paris) and Denmark 
(Copenhagen). Total initial workforce is expected to be approximately 50 to 60 people of 
which more than 70% will be dedicated to R&D. 
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The combined entity will emphasize talent management, meaning that employees will be 
gradually trained for further responsibilities. Performance management is a main factor in 
acknowledging the outstanding work of the team and indicates the high motivation and 
dedication of its employees. 
 
The combined entity will commit to its employees and acknowledge them as the most 
important factor for the combined entity’s success. This commitment to people starts by 
creating a lively, open and friendly working environment based on equal opportunities for 
men and women. Several women are working in key positions within each merging 
company and all women are encouraged to take over additional responsibilities and 
initiatives.  
 
Since inception, BioAlliance and Topotarget have pursued their development in strict 
compliance with a number of corporate social responsibility rules and environmental 
sustainability. 
 
BioAlliance Pharma actively contributes to the local, regional and European scientific and 
industrial community through its senior managers being active members of the Paris bio-
clusters, of France Biotech, the French association to support the development of the 
Biotech sector in France, and the European Technology Platform on Nanomedicine (ETPN). 
BioAlliance Pharma has also a large number of collaboration and agreements in place with 
the academic research centers of excellence.   
 
Topotarget has several academic collaborations: it is party to a clinical trial agreement with 
the National Cancer Institute (NCI) in the USA under which the NCI sponsors a number of 
clinical studies evaluating the activity of Belinostat (Beleodaq®) alone or in combination 
with other anticancer therapies.   
 
The combined entity will be committed to conducting business ethically and responsibly 
and in compliance with applicable laws, rules and regulations. The combined entity will 
commit itself and expects every employee to live up to the highest standards of integrity in 
the common mission. The combined entity will endeavor to motivate all of its employees to 
contribute to its goals. The combined entity management board will set up a corporate 
compliance program, headed by a global compliance officer who will directly report to the 
CEO. 
 

3.1.2.3. Products 
 
Orphan Oncology strategic Pipeline 
Key products pipeline in current and active development phase 
 

 PHASE 1 PHASE 2 PHASE 3 REGISTRATION LAUNCH 

LIVATAG® HCC 
Primary liver cancer 

 
    

VALIDIVE® 
Oral mucositis 

 
    

BELEODAQ® PTCL 
Inhibitor of HDAC 
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Specialty products 
Registered products  
 

 PHASE 1 PHASE 2 PHASE 3 REGISTRATION COMMERCIAL STAGE 

Loramyc/ Oravig® 
Oral candidiasis      

SITAVIG® 
Herpes Labial      

 
(i) Livatag  

 
 The product 

 
Livatag® (Doxorubicine Transdrug™), is a doxorubicin formulation in the form of lyophilized 
nanoparticles of polyisohexylcyanoacrylate (PIHCA). 
 
This new therapeutic approach, initially derived from Professor Couvreur's research at the 
Chatenay-Malabry faculty, allows drug resistance to be overcome by by-passing the 
mechanisms of multi-drug resistance developed by tumor cells through the masking of the 
anticancer agent. Acting as a Trojan horse, the nanoparticle formulation avoids rejection of 
doxorubicin outside the cell so that it can exert its cytotoxic action. By specifically targeting 
tumor cells in the liver and overcoming resistance to doxorubicin, Livatag® (Doxorubicin 
Transdrug™) represents a significant breakthrough in the treatment of this cancer. The first 
indication of this product is hepatocellular carcinoma; the sixth most widespread cancer in 
the world and the second cause of cancer-related death. 
 
The efficacy of Livatag® (Doxorubicin Transdrug™) has been demonstrated in preclinical 
models of resistant cancers in vivo and in vitro, its superiority over free doxorubicin having 
been established. This form of doxorubicin has obtained the status of orphan medication in 
Europe and the United States. 
 
In a Phase II trial, Livatag®, administered by hepatic intra-arterial route in the form of 
repeated treatment in HCC patients, has been assessed in comparison with the existing 
standard of care, essentially consisting of intra-arterial chemoembolization. The endpoints 
concerned efficacy and tolerance, with efficacy being judged by the absence of progression 
at three months and survival. 
 
On 16 July 2008, BioAlliance Pharma announced the suspension of this trial, in accordance 
with the opinion of the independent safety committee, the Drug Safety Monitoring Board 
(DSMB), which had been monitoring the progress of this trial. The committee observed a 
clinical benefit but also acute pulmonary intolerance of unexpected frequency and gravity. 
It therefore recommended the suspension of the trial. 
 
In accordance with the decisions of the DSMB, BioAlliance Pharma has continued follow-up 
of patients included in this trial during 2009, 2010 and 2011, which revealed positive results 
in terms of survival with a median survival of 32 months in patients who had received 
Livatag® by the hepatic intra-arterial route versus 15 months in patients having received 
the standard treatment (arterial chemoembolization). These results were presented at the 
ILCA Congress (International Liver Cancer Association) in September 2011 and the AASLD 
Congress (American Association for the Study of Liver Diseases) in November 2011. 
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At the same time, BioAlliance Pharma continued studies aiming to control more effectively 
the respiratory side effects observed in 2008. The Company has developed a new and 
validated administration scheme in animals allowing the significant reduction of acute side 
effects in the lungs, which had led to the interruption of the trial. 
 
In view of this new data, the ANSM has given its authorization for a Phase III clinical trial in 
patients with advanced stage HCC, after failure with or intolerance to sorafenib (ReLive 
study). The first patient was enrolled in the Phase III study in June 2012. In November 2012, 
an independent European experts committee (the Data Safety Monitoring Board) was set 
up to continuously monitor safety in patients included in the ReLive study, as set out in the 
protocol. This committee met in November 2012 and then in May and October of 2013 to 
review the tolerance data of patients included in the study and subsequent to each meeting 
gave the green light for the trial to continue without modification. 
 
The geographical roll-out of ReLive continued during 2013 with authorization to conduct 
the Phase III clinical trial in the United States (IND, Investigational New Drug), granted by 
the Food and Drug Administration (FDA), and in a number of countries in Europe (Germany, 
Spain, Italy, Hungary, Austria and Belgium) by the national health authorities. 
 
As of the date of this report, over 100 patients have been included in the study; 
recruitment is scheduled to have been completed end of 2015, with results expected end of 
2016. 
 
BioAlliance Pharma is running this development internally, with external service provider 
from well established international CRO (Clinical Research Organization) in charge of the 
sites monitoring on a continuous basis in Europe and in the US. 
 
Manufacturing is outsourced at specialized manufacturing facilities but led by in-house 
professionals.  
 
BioAlliance has full rights on Livatag. 
 

 Disease 
 
Hepatocellular carcinoma (HCC) develops from liver cells (hepatocytes) and represents 85% 
of primary liver cancers. In the great majority of cases (>90%), HCC occurs when the liver is 
already abnormal (cirrhosis). Risk factors are well established: 
 

- Infection with hepatitis B and C viruses is the source of 80% of liver cancers. This is 
why the areas where the infection is endemic, such as Asia, are the most affected 
by HCC; 

- Consumption of large amounts of alcohol, because of its implication in cirrhosis, is 
also an HCC risk factor which contributes more extensively in Western than in Asian 
countries; 

- Metabolic diseases, and in particular obesity, are a growing cause of cirrhosis and 
HCC. 

 
Most HCCs are diagnosed at an advanced stage because the tumour progresses without any 
visible clinical manifestations in the early stages. In addition, the first symptoms or signs are 
usually not specific to HCC but to the associated cirrhosis and may suggest other 
pathologies. 
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 Epidemiology 

 
According to Globocan (2012 data), liver cancer is the 6th most common cancer in terms of 
incidence (782,000 new cases in the world, 5.6% of all new cancer cases) with the 2nd 
highest mortality rate (746,000 deaths, 9.1% of the total) after lung cancer. 
 
It is the most aggressive form of cancer - alongside that of the pancreas - with a mortality 
rate of 95% (relationship between mortality and incidence for a given year). 
 
While Europe (UE28) and the United States total 82,000 new cases per year (10% of the 
global figure), it can be said that liver cancer is a public health issue that particularly affects 
less developed countries (648,000 new cases) and especially Asia, including China, which 
alone accounts for half of cases worldwide. 
 
The concentration of cases in Asia, and particularly in China, is of course explained by 
demography but also and above all by a high prevalence of viral hepatitis B and C. 
 
The incidence rate of liver cancer varies greatly from one geographical area to the next: 
while the average global rate is 11.1/100,000, it is close to 30/100,000 in the Far East 
(China, Japan, Korea). In the West, the incidence rate lies at the global average: 
10.2/100,000 in the European Union, 9.6/100,000 in the United States. 
 
The 5-year survival rate remains extremely low, even in the medically most advanced 
countries such as the United States, where it lies at 16% overall but only 10% for those 
diagnosed at an advanced stage (regional invasion) and 3% for full-blown metastasis (report 
Facts & Figures 2014 by the American Cancer Society). 
 

 Competition 
 
Existing forms of treatment: 
 
The only curative treatment for HCC is surgery: resection to remove the whole tumor. 
However, due to late diagnosis of HCC, the tumors are often large and numerous and only 
15 to 20% of patients can undergo such surgical treatment. Liver transplantation is rarely 
offered because of the scarcity of grafts and the very strict allocation rules applied. 
 
Radiofrequency is an alternative to surgical resection: thermal destruction of the tumor (by 
electrical current) but this technique is restricted to tumors not normally exceeding 3cm 
and in limited number (less than 3). 
 
For patients who cannot have surgical treatment, there are four alternative therapies: 
 

- Arterial chemoembolization: arterial injection of an obliterating agent in tumor 
blood vessels whether or not associated with doxorubicin (or cisplatin) allows the 
survival time to be prolonged by 4-6 months in certain categories of patients. This is 
associated with complications that lengthen hospital stays in over 30% of patients; 
 

- Sorafenib (Nexavar®, Onyx / Bayer), a product derived from biotechnology active on 
multiple kinase targets (including RAF kinase, VEGFR Kinases), is indicated for the 
treatment of HCC (as well as renal cancer). It prolongs survival by approximately 3 
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months compared to the placebo in patients with compensated cirrhosis who 
cannot receive any other form of treatment; 

 
- Systemic (intravenous) chemotherapy has limited efficacy due to chemoresistance 

and systemic toxicity. It is seldom used nowadays; 
 
The problems involved with the treatment of HCC and the associated high mortality rate 
are attributable to various factors, especially associated, which limit treatment options. In 
addition, primary liver cancer is a cancer that is resistant to chemotherapy. 
 
Cancer resistance, whether arising spontaneously or acquired over time, represents a major 
challenge in the fight against this type of disease. Currently, multi-drug resistance is the 
principal reason for failure of chemotherapy. Multi-drug resistance of certain tumor cells 
after repeated cycles of chemotherapy makes these cells insensitive to any other form of 
therapy. 
 
One of the causes of this type of multi-drug resistance is the activation of a family of 
transmembrane transport proteins. These proteins are activated by the influence of the 
multi-resistance gene MDR-1. These proteins actively reduce the concentration of 
intracellular cytotoxic agents by rejecting them outside the target cell as soon as they enter.  
These proteins act as veritable “pumps” preventing the cytotoxic agent from exerting its 
therapeutic action. 
 
There is therefore an unmet medical need for effective therapy and new treatment 
strategies for the management of HCC. In preclinical trials, Livatag® has shown its ability to 
circumvent this efflux pump, allowing the product to permeate and remain in the cancer 
cell to exert its action. 
 
Competing products under development (advanced-stage HCC): 
 

Phase III Phase II 

First line Second line First line Second line 

- Lenvatinib (Eisai) 
- Brivanib (BMS) * 
- Sutent® (sunitinib, 

Pfizer) * 
- Linifanib 

(Abbott)* 

- Livatag® 
(doxorubicine 
Transdrug®, 
BioAlliance 
Pharma) 

- Stivarga® 
(regorafenib, 
Bayer) 

- Ramucirumab 
(Eli Lilly) 

- Tivantinib 
(ArQule, Daiichi 
Sankyo) 

- Cabozantinib 
(Exelis) 

- ADI-PEG 20 
(Polaris Group) 

- Muparfostat 

- Dovitinib 
(Novartis) 

- Trebananib 
(Amgen) 

- Tigatuzumab 
(Daiichi Sankyo) 

- Refametinib 
(Bayer) 

- Selumetinib 
(AZ) 

- Belinostat 
(Topotarget) 

- Resminostat 
(4SC) 

- Inlyta® (axitinib, 
Pfizer) 

- GC33 (Chugai) 
- Ceditarabin (AZ) 
- Paclociclib (Onyx, 

Amgen) 
- SGI110 (Astex 

Pharma) 
- Galunisertib (Eli 

Lilly) 
- G202 (Genspera) 
- Tasquinimod 

(Ipsen, Activ 
Biotech) 
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Phase III Phase II 

First line Second line First line Second line 

(Medigen 
Biotechnology) 

- Brivanib (BMS)* 
- Afinitor® 

(everolimus, 
Novartis)* 

- JX-594 
(Jennerex)* 

* Product for which clinical development program for the indication has been stopped. 

 
(ii) Validive 

 
 The product 

 
Validive® (Clonidine Lauriad®) is a new therapeutic application of clonidine, which the 
company has patented, based on the mucoadhesive technology Lauriad®. It is being 
developed for the prevention and treatment of oral mucositis induced by radiotherapy or 
chemotherapy in patients suffering from an ENT cancer.  
 
Clonidine stimulates the alpha-2 adrenergic receptors traditionally used to treat high blood 
pressure. It stimulates these receptors in the brain. This leads to a decrease in peripheral 
resistance and thus a lowering of blood pressure, as well as a reduction in heart rate and 
renal vascular resistance. 
 
However, clonidine also acts as an agonist of the alpha-2 adrenergic receptors on 
leucocytes and macrophages, thereby decreasing the expression of the pro-inflammatory 
genes and the release of cytokines IL6, IL1β and TNFα. This effect leads to a reduction in the 
pro-inflammatory mechanisms. It also acts on the anti-inflammatory mechanisms by 
increasing the release of TGF β. 
 
Clonidine therefore has the following properties: 
 

- Painkilling properties due to changes in the inflammatory response and its direct 
action on nociceptors; 

- Anti-inflammatory properties due to its action on the expression of the pro-
inflammatory genes and the resulting release of cytokines IL6, IL1 β and TNFα and 
due to the release of TGF β. 

 
In December 2009, BioAlliance Pharma received the go-ahead from ANSM for its Phase II 
clinical trial on clonidine Lauriad® for post-chemotherapy and radiotherapy mucositis. 
Patient recruitment commenced in April 2010 in France, Germany and Spain and then in 
2013 in Hungary, Switzerland and the United States. 
 
In October 2011, Validive® obtained orphan drug status from the European agency. 
 
In September 2013, a European and American Committee of Experts, recognized 
internationally in the field of oral mucositis, oral medicine, oncology and radiotherapy, was 
set up to focus on oral mucositis and Validive® and the associated clinical development 
program. Its purpose is to offer its expertise and recommendations regarding the 
development strategy for Validive® and its medical positioning in oral mucositis. 
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As of the date of this report, nearly 95% of the patients planned for the trial have been 
recruited. Recruitment is scheduled to be completed during the second quarter of 2014 and 
results are expected during the second quarter of the same year. 
 
BioAlliance Pharma has fully performed the ongoing phase II, again using an international 
CRO to monitor the clinical sites on a continuous basis, implemented in various European 
countries as well as US. As for Livatag, manufacturing is outsourced but managed internally. 
 
BioAlliance Pharma has full rights on Validive. 
 
In order to optimize phase III trial duration following the current phase II, the company is 
contemplating the possibility to enter into either a co-development or licensing agreement 
with a potential partner allowing sharing the costs of such clinical trial. 
 
In January 2013, the FDA granted fast-track status to Validive®. This status is designed to 
promote interaction with the FDA and to optimize evaluation deadlines for drugs 
developed for severe pathologies or those with a high mortality rate and for which there 
exists great medical need. 
 

 The Disease 
 
Oral mucositis consists of erythematous and ulcerative lesions of the oral mucous 
membrane which affect cancer patients treated by chemotherapy and/or radiotherapy. 
 
The occurrence of mucositis is directly linked to the intensity of the dose and the type of 
chemotherapy administered and/or the radiotherapy protocol. 
 
The consequences of mucositis are severe pain, difficulty ingesting solids and even liquids, 
which may require parenteral or enteral feeding, weight loss and altered general state, and 
infections linked to mucositis which can in turn lead to septicemia during periods of severe 
immunosuppression. This complication of cancer treatment leads to hospitalization in 30% 
of cases and sometimes to stopping the cancer treatment protocol for periods of varying 
length, thus reducing its effectiveness. 
 
Consequently, the patients' quality of life is affected, the periods between treatment cycles 
are longer and the doses are reduced, resulting in longer hospital stays and less effective 
treatment. This disease also involves a major healthcare cost. 
 
Estimation of target population: The incidence of head and neck cancers is 686,000 cases 
worldwide and 155,000 cases in Europe and the United States (Globocan 2012). As patients 
diagnosed at an advanced stage (≈ 60%) are generally treated by both surgery and 
radiotherapy, and that patients treated at an earlier stage generally benefit from one or 
other of the treatments, BioAlliance Pharma estimates the current target population in 
Europe and the United States at around 115,000 people. 
 
This is a minimum estimate which could be revised depending on the ultimate definition of 
the indication and the possible inclusion of patients at risk of oral mucositis caused by 
chemotherapy (and not only radiotherapy). 
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 Epidemiology 

 
Patients suffering from ENT cancer are particularly at risk of developing oral mucositis 
following treatment by radio-chemotherapy. 
 
Recent studies have shown that over 50% of patients treated with radiotherapy with or 
without chemotherapy for ENT cancer, 75% to 80% of patients receiving high doses of 
chemotherapy associated with the transplantation of hematopoietic cells, and 20% of 
patients with solid tumors treated by chemotherapy suffered from severe oral mucositis. 
 

 Competition 
 
Existing forms of treatment: There is currently no effective treatment for oral mucositis in 
these different situations. Until now, the only drug with approval for this indication is 
Kepivance® (palifermin), an effective growth factor in patients with mucositis due to high 
doses of chemotherapy before the transplant of hematopoietic cells. This medication is 
administered in an injectable form. The safety of this class of growth factors has been called 
into questioned in patients who have non-hematological malignant pathologies. 
 
Treatment today is therefore essentially symptomatological in nature. It consists in trying to 
relieve pain due to oral mucositis with topical pain-killers containing lidocaine, often 
together with systemic pain-killers such as morphine and its derivatives. The 
recommendations are oral hygiene, food supplements, liquid feeding, catheter or 
intravenous feeding, and the treatment of xerostomia, infections and hemorrhage. Among 
therapies without active molecules (status of medical devices) but aiming to protect the 
mucosa, one can identify Caphosol® (EUSA Pharma), a solution of calcium and phosphate 
ions, MuGard® (Access Pharmaceuticals), a solution that forms an aqueous gel; Gelclair® 
(Helsinn / EKR Therapeutics), an oral bioadherent gel and Episil®, a bioadhesive lipid-based 
liquid film (FluidCrystal® technology) developed by Camurus and licensed to IS Pharma for 
commercial use in Europe. 
 
Competitor products currently being developed: 
 
In Phase II: 

- IZN-6N4 (Izum Pharma Corp), mouth wash 
- SGX942 (Soligenix Inc) 
- Clazakizumab (Alder Biopharm) 
- Samital (Indena), 
- CR-3294 (Rottapharma Madaus), 
- P-276 (Piramal Enterprises) 
- LP-004-09 (Laila Pharmaceuticals Ltd), mouth gel 
- H0/03/09 (HealOr Ltd), mouth wash 
- AG013 (ActoGenix NV), applied to the oral cavity 

 
In Phase III:  

- Kepivance (Amgen) 
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(iii) Beleodaq® (Belinostat) 

 
 The product 

 
Beleodaq® is a novel and potent inhibitor of histone deacetylase (HDAC) enzymes, which 
alters acetylation levels of histone and non-histone proteins, thus influencing chromatin 
accessibility and ultimately gene transcription. Inhibition of HDAC is expected to have utility 
in the treatment of diseases characterized by aberrant cell division, such as cancer.  
 
Beleodaq® is a pan HDAC inhibitor, inhibiting both Class I and Class II HDAC isoforms. The 
inhibition of cellular HDAC activity has been shown to cause differentiation, inhibition of 
proliferation and apoptosis of cancer cells. 
 
Histones constitutes the major proteins in chromatin. They play an important regulatory 
role in gene expression. Acetylation and deacetylation of histones are controlled by the 
enzymatic activity of HDAC and histone acetyltransferase. In non-clinical studies, HDAC 
inhibitors have been shown to induce the differentiation, growth arrest and apoptosis of 
cancer cells in vitro and the inhibition of tumour growth in animal models. 
 
Beleodaq® has been tested in preclinical experiments and has been shown to inhibit the 
growth of cell lines representing a wide range of cancer types. It has also been shown to 
have synergistic effects with several chemotherapies and targeted therapies including 
tyrosine kinase inhibitors.  
 
Beleodaq® has been explored in several indications by Topotarget, Spectrum 
Pharmaceuticals, the National Cancer Institute and other independent investigators. About 
1200 patients have been treated with belinostat as monotherapy or in combination with 
chemotherapies in hematological cancers and solid tumours by IV bolus, continuous 
infusion or oral route.  
 
Topotarget together with their licensee partner Spectrum have completed Beleodaq® 
pivotal Phase II study for the treatment of the orphan haematology disease Peripheral T-
Cell Lymphoma (PTCL) in patients which were resistant or refractory to their 1st-line 
treatment. Final top-line data presented at the American Society of Clinical Oncology 
Annual Meeting 2013 showed an objective response rate (ORR) of 26% in all PTCL patients, 
28% in PTCL patients with platelet counts above 100,000/μL, and 45.5% in patients with the 
PTCL subtype angioimmunoblastic T-cell lymphoma (AITL). Safety data presented at the T-
Cell Lymphoma Forum in January 2013 showed a favourable safety profile of belinostat 
when compared to the US approved treatments for patients with PTCL, and it was 
emphasized that combining belinostat with cytotoxic regimens is likely feasible. Beleodaq 
appears to have low myelosuppression and even PTCL patients with a poor bone marrow 
reserve tolerate belinostat. Based on these data, the Beleodaq® dossier has received FDA 
acceptance to file, and Priority Review has been granted by the FDA with a Prescription 
Drug User Fee Act (PDUFA) action date of August 9, 2014. 
 
Other clinical studies are being conducted: 
 
BelCHOP - SPI-Bel-12-104 
The dose-finding BelCHOP (belinostat plus cyclophosphamide, hydroxydaunorubicin, 
oncovin, and prednisone) study is designed to determine the dose of belinostat which can 
be safely administered with CHOP, the 1st-line treatment for patients with PTCL. The 
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purpose is furthermore to establish the recommended dose for the immediate following 
phase III confirmatory study as agreed with the FDA. The dose-finding study of BelCHOP is 
expected to recruit up to 28 patients by Q4 2014. The confirmatory phase III trial is 
expected to be initiated in H1 2015. 
 
Non-small cell lung cancer (NSCLC) – SPI-1014 
This is a phase I/II maximum tolerated dose study of belinostat in combination with 
carboplatin and paclitaxel (BelCaP) in chemotherapy-naïve patients with stage IV NSCLC. 
The study was initiated in March 2011 and all patients have been enrolled. Topotarget and 
Spectrum Pharmaceuticals are cosponsors and Spectrum Pharmaceuticals is managing the 
US-based study. 
 
Mass balance study - SPI-12-103 
This is a phase I study for the evaluation of excretion (mass balance) and pharmacokinetics 
of 14C-labeled belinostat in patients with recurrent or progressive malignancy. It is a 
supportive study for further understanding of belinostat's metabolism and excretion. The 
recruitment of six evaluable patients has been completed and the analysis of the biologic 
samples is on-going. 
 
NCI and investigator sponsored studies 
The National Cancer Institute (NCI) is a prestigious, world-leading oncology research 
organization sponsoring a vast number of studies in oncology. In collaboration with 
Topotarget and Spectrum Pharmaceuticals, the NCI studies belinostat and investigates 
treatment options in indications with a high unmet medical need. The NCI as well as 
independent investigators sponsors and conducts the studies under their auspices and 
therefore the timelines and communication given are under the control of the NCI. 
 
Part of the strategy of the combined entity will be to define new indications in which 
Beleodaq® will be further developed. The strategy is to leverage the successful 
development of Beleodaq® by exploring the compound’s opportunities in other rare cancer 
indications where medical needs are unmet within haematology and solid tumours. 
 

 The Diseases 
 
Peripheral T-cell lymphoma (PTCL):   
It is a group of rare and usually aggressive, fast-growing Non Hodgkin Lymphomas (NHL) 
that develop from mature T-cells. Most T-cell lymphomas are PTCLs, which collectively 

account for about 10 to 15 percent of all NHL cases. 

 
PTCLs are classified into various subtypes, considered separate diseases based on their 
distinct clinical differences. The three most common subtypes of PTCL are, peripheral T-cell 
lymphoma not otherwise specified (PTCL-NOS), anaplastic large-cell lymphoma (ALCL), and 
angioimmunoblastic T-cell lymphoma (AITL) which together represent approximately 70 
percent of all PTCLs. 
 
- Peripheral T-cell Lymphoma Not Otherwise Specified (PTCL NOS) is the most common 

PTCL subtype (about 25% of all PTCL) and refers to a group of diseases that do not fit 
into any of the other subtypes of PTCL.  
 

- Anaplastic Large-Cell Lymphoma (ALCL) is an aggressive T-cell lymphoma, accounting 
for about three percent of all lymphomas in adults (about 15 percent to 20 percent of 
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all PTCLs) and between 10 percent and 30 percent of all lymphomas in children. ALCL 
can appear in the skin or in other organs throughout the body (systemic ALCL). ALCL 
has several different subtypes, each with different expected outcomes and treatment 
options.  
 

- Angioimmunoblastic T-Cell Lymphoma (AITL) is an aggressive T-cell lymphoma that 
accounts for about two percent of all NHL cases (about 10 to 15 percent of all PTCLs).  

 
 Epidemiology 

 
PTCL is rare disease.  
 
Peripheral T-cell lymphomas account for between 10 percent and 15 percent of all Non-
Hodgkin lymphomas. PTCLs are rare in the United States and Europe and are more common 
in Asia, Africa and the Caribbean, possibly due to exposure to specific viruses, such as the 
Epstein-Barr virus and the human T-cell leukaemia virus-1 (HTLV-1). During the 10-year 
period from 1997 to 2006 as recorded in the US Surveillance, Epidemiology and End Results 
(SEER) cancer registries, incidence rates of PTCL were 0.78 per 100 000. The incidence is 
slightly higher in men than in women and in blacks than in Caucasian or Asian. 
 
Historical specialty products portfolio: 
 

(i) Loramyc® / Oravig®  
 

 The product 
 
Loramyc® (or Sitamic® in some European countries, Oravig® in the United States) is an 
original mucoadhesive gingival miconazole tablet. It provides early and prolonged release of 
an efficient concentration of miconazole that impregnates the oral mucosa with little or no 
systemic absorption. Loramyc® is the first antifungal pharmaceutical speciality to use this 
mucoadhesive gingival technology. 
 
Loramyc® sticks to the gum and disintegrates progressively while releasing miconazole for 
more than 12h on average. 
 
Loramyc® is indicated in Europe for the treatment of OPC in immunocompromised patients. 
In the United States, Oravig® is indicated for the treatment of OPC in adults. 
 
Loramyc® is approved in most of the European territories and in the US. According to the 
strategy of BioAlliance, Loramyc has been licensed to different partners in a large number 
of territories, which has allowed the company to book more than € 55 million received 
since 2007 through upfront and milestone payments. 
 

 The Disease 
 
Oropharyngeal candidiasis (OPC) is a mycosis of the oropharynx induced by yeast-type 
fungi: Candida albicans and non-albicans. The most common species is Candida albicans. 
OPC is an opportunistic disease that takes advantage of a deficiency in the immune system 
and/or a local imbalance in order to infect patients. The conditions associated with its 
development are often physiological, associated with a local trauma (irritation of the 
mucous membranes, poor dental hygiene) or with immune anomalies (advanced HIV 
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infection, bone marrow or organ transplant, diabetes, severe malnutrition and debilitating 
age-related conditions).  
 
Furthermore, treatments such as immunosuppressive therapies, radiotherapy, 
chemotherapy, long-term antibiotic therapy and chronic or inhaled corticosteroids promote 
the development of severe fungal infections. 
 
These diseases alter the quality of life of patients who are in pain and have problems 
feeding themselves. In the event of severe immunosuppression, the disease can spread in 
the body, which can be fatal (death rate of about 40% for candidemia). Local therapies are 
the most appropriate for treating OPC. Unfortunately, mouth washes only have a short-
term effect and need several applications a day, keeping the product in the mouth for a 
long time despite its unpleasant taste, in order to be effective. Systemic therapies (acting 
via the general route) are also effective but, according to recommendations, must be 
reserved for severe or refractory infections due to the risk of systemic toxicity and drug-
resistance induction. 
 
The mucoadhesive miconazole Lauriad® (Loramyc®/ Oravig®) tablet is designed to be applied 
once a day and maintains sufficient levels of miconazole in the saliva for the treatment of 
oropharyngeal candidiasis. 
 

 Epidemiology  
 
In oncology, the incidence of OPCs varies according to the location of the tumors, the type 
of drugs and the therapeutic protocol used: one meta-analysis has evaluated the median 
incidence of candidiasis in oncology as being between 30% and 70%, reaching almost 100% 
in patients with ENT cancers. 
 
Candida albicans is the predominant organism but C. non-albicans strains represent 25% of 
cases and are associated with C albicans in about 20% of the cases. 
 
Other populations of patients that are weakened or immunocompromised can suffer from 
OPC, especially elderly, hospitalized and polymedicated subjects, and patients presenting 
co- morbidities. The prevalence of oropharyngeal candidiasis in elderly patients is 
estimated at 30 to 70%. 
 

 Competition 
 
The national and international recommendations advise using locally active agents as first-
line treatment and reserving systemic agents for disseminated candidiasis due to the 
significant risk of drug interaction for patients receiving several medications and to the risk 
of emergence of Candida resistance, favoured by prolonged systemic antifungal treatment. 
In clinical practice, these recommendations have not been widely applied due to the 
constraints involved in administering a topical treatment. There was therefore a real need 
for forms of local treatment administered once a day and targeting the affected mucous 
membrane, with a broad spectrum of activity covering all Candida, thus avoiding drug 
resistance and clearly reducing the risk of drug interactions. 
 
The pharmaceutical specialties currently marketed for the treatment of OPC can be 
administered locally (mouth washes) or systemically (drinkable suspension or tablets) to 
produce their effect via the general route.  
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The active antifungal ingredients used for the treatment of OPC essentially belong to three 
specific chemical classes: 
 

- Polyene-class antibiotics: amphotericine B (Fungizone® and generics) and nystatin 
(Mycostatine®) 

- Azoles, divided into two sub-groups: 
- Imidazoles: miconazole (Daktarin® mouth gel and Loramyc®); clotrimazole (Mycelex®) 
- Triazoles: fluconazole (Triflucan® and generics); itraconazole (Sporanox® suspension, 

reserved for hospital use) and posaconazole (Noxafil®, indicated for systemic 
candidiasis and oropharyngeal candidiasis when a low response to local treatment is 
expected). 

 
(ii) Sitavig® (acyclovir Lauriad®) and the labial herpes market 

 
 The product 

 
BioAlliance Pharma has developed Sitavig®, the second product in the Lauriad® technology, 
for the treatment of recurrent labial herpes. Sitavig® is an original mucoadhesive buccal 
tablet. It enables treatment of recurrent labial herpes with the administration of a single 
tablet at the first signs of infection. 
 
In March 2005, BioAlliance Pharma carried out a clinical pharmacokinetic and 
pharmacodynamic study comparing two doses of Sitavig® (50mg and 100mg) to a standard 
treatment (200mg, Zovirax® tablet). A high, early and durable concentration (above the 
IC50, i.e. an efficient clinical concentration) was obtained for 24 hours in the saliva and the 
labial mucosa, with the continuous presence of the active ingredient. 
 
A multicentre international Phase III, randomized, double-blind study against placebo, 
compared the efficacy and tolerance of a single dose of Sitavig® 50 mg gingival 
mucoadhesive tablet to that of a placebo, in 775 patients with recurrent labial herpes. The 
results show that this trial was a success since both the primary and secondary endpoints 
were met, with marked efficacy and good tolerance. A single dose of Sitavig® 50mg 
significantly reduced the time to healing of the primary vesicular lesion, the main criterion, 
and the duration of the herpes episode from the time of the first prodromal symptoms to 
healing was significantly reduced (p = 0.003). Sitavig® also increased the percentage of 
patients with abortive episodes (absence of progression to the vesicular lesion stage). 
 
In Europe, BioAlliance Pharma has obtained registration of Sitavig® in 10 countries (France 
and Germany since March 2014 and Sweden, United Kingdom, Spain, Italy, Denmark, 
Finland, Norway and Poland since December 2012). 
 
In the United States, the company obtained marketing authorization in April 2013. 
 
A first exclusive licensing agreement was signed in June 2012 with Abic Marketing Limited, 
a Teva group subsidiary, to market the product in Israel. 
 
In March 2014, licensing agreements were signed with Innocutis, a US pharmaceutical 
company dedicated to dermatology and Daewoong Pharmaceuticals CO for 
commercialization rights in South Korea. Moreover, Daewoong will be in charge of 
registering Sitavig® in South Korea. 
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 The disease 

 
Caused by herpes simplex virus 1 (HSV-1), herpes labialis, often called "cold sores", is the 
most common form of herpes. This virus causes the appearance, on and around the lips, of 
transparent vesicles the size of a pinhead, surrounded by a red areola. The blisters burst 
fairly quickly, become ulcerated and eventually form scabs. Healing takes place without 
consequences within 7 to 14 days on average. 
 
Herpes lesions can also occur on the face, inside the mouth and even on the eyes. 
 
Herpes virus can be found in vesicular lesions but also in saliva, nasal secretions and tears. 
Contamination occurs through direct contact with lesions or contaminated secretions. Self-
contamination is also common. Transmission is possible as soon as the first symptoms 
appear and until the scabs dry up. 

 
 Epidemiology 

 
Over 80% of the world's adult population currently carries HSV-1, the main oral herpes 
virus. Each year, about 14% of the adult population has at least one episode of herpes 
labialis. Acyclovir Lauriad® targets patients with at least four outbreaks per year, which 
represents roughly 35% of patients suffering from recurrent labial herpes according to a 
study of patients conducted by Nielsen for BioAlliance Pharma. 
 
In addition, HSV-1 infection is often associated with HIV infection in which case, patients 
have about twelve outbreaks a year. 
 

 Competition 
 
Labial herpes is a pathology that is managed either directly by patients (self-medication, 
asking for advice from the pharmacist), or after consultation and medical prescription. With 
its innovative treatment, particularly appropriate for patients suffering from frequent 
relapses, BioAlliance Pharma mainly aims to target the prescription market, i.e. that of 
antiherpetic antivirals. 
 
Existing forms of treatment: Medication prescribed for the curative treatment of herpes 
target each episode of the disease and is designed to make the lesion disappear faster. 
When prescribed preventively, the medication must be taken every day continuously for 
several months in order to reduce the frequency of recurrent episodes. 
 
Three types of nucleoside analogues are currently available by the general route for the 
curative or preventive treatment of recurrent labial herpes (the indications vary between 
countries): acyclovir (Zovirax®), valacyclovir (Valtrex®, Zelitrex®) and famciclovir (Famvir®, 
Oravir®). They are approved for the curative or preventive treatment of recurrent labial 
herpes (the indications may differ from one country to the next). 
 
In parallel to systemic forms of treatment, the topical agents currently available in the form 
of a cream shorten the duration of symptoms although none are truly effective in 
eliminating outbreaks. They are essentially: 
 

- Acyclovir (Zovirax® - GSK – Biovail) is the reference treatment and must be applied 
five times a day for five days; 
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- Penciclovir (Denavir® - Novartis) must be applied every two hours during the day 
(nine applications daily) for five to ten days; 

- Docosanol (Abreva® - Avanirpharma – GSK), to be applied five times a day for five to 
ten days; 

- The combination acyclovir/ hydrocortisone (Xerclear®/Xerese® cream) by the 
company Medivir requires five applications a day for five days. 

 

Competitor products currently being developed: 
 
NanoBio Corp is developing NB-001, a topical formulation based on an emulsion (a mixture 
of oil and water) in the form of nano-drops. The product entered Phase III in April 2011. A 
marketing agreement has been signed with GSK for the United States. 
 

(i) Fluriad® and the vaccine market 
 
Fluriad® is a project supported by the Medicen and Atlanpole Biotherapies competitive 
clusters which aim to develop a mucoadhesive tablet that is suitable for vaccination with a 
first proof of concept on the flu virus. BioAlliance Pharma is the coordinator of this project, 
as part of a consortium also involving the Laboratoires Sogeval (Laval), the Human Virology 
and Pathology Laboratory (Lyon), associated team "401" Materials and Health Products 
(School of Pharmacy, Châtenay-Malabry), the company Gredeco (Paris) and the Nice 
University Hospital. The consortium has been financed through a FUI grant up to €2 million 
with € 743,000 for BioAlliance Pharma. 
 
In the field of vaccination, the pharmaceutical industry is seeking to free itself from 
constraints linked to the cold chain and the need for sterility, currently associated with 
vaccines inoculated by injection. The oral and nasal routes have numerous advantages but 
the problems linked to these routes of administration have yet to be resolved. 
 
This research program aims to establish the feasibility of using Lauriad® technology for 
vaccination. It offers efficient vaccination without injection by the simple application to the 
gums of a mucoadhesive tablet containing an antigen vaccine. Such an application method 
would overcome the constraints linked to the sterile injectable method both in terms of 
production and in terms of administration to the patient. 
 

3.1.2.4. Objectives of the Merger 
 
The aim of the Merger is to create a leading orphan oncology biopharma company, with 
prioritized, short term and mid/long value creating development projects oriented towards 
rare cancers and unmet medical needs in the orphan oncology area. 
 
The combined entity will develop, register and commercialize directly in Europe its highly 
innovative breakthrough products in diseases with strong unmet needs, while licensing its 
products to partners outside Europe.  

 
The combined entity already has a highly valuable pipeline focused on: 
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 Advanced programs with clinical results expected in the short/medium term (2014-

2016) 
 

 Products with very high sales potential, major one with full sales potential that 
could reach up to €800M.   

 
NB:  This annual peak sales estimate is based upon a full potential, which assumes 
that clinical development of Livatag® be optimal and that peak sales are reached at 
the same period in all major regions, usually after 4 to 6 years of commercialization. 
Company’s revenues would therefore result from milestone payments from 
potential agreements and sales royalties in the framework of a commercialization 
performed with a commercial partner, and “direct” revenues would be generated 
through “direct” commercialization in Europe if the combined entity implements a 
commercial organization in European key countries. 

 
The synergistic and strategically focused pipeline of the combined entity will be diversified 
with independent products and technologies at different development stages and different 
targeted indications. 
 
The combined entity will strive for mid-term financial self-sustainability by: 
 
1. Maximizing the existing collaborations and licensing agreements in place to have a 

recurrent source of revenue; 
 

2. Seeking new collaborations and licensing agreements for its late stage and registered 
products in European territories for which rights are available; 
 

3. Leveraging the potential of its main technologies: Lauriad® (muco-adhesive tablet) and 
nanoparticules internally or through collaborations; 
 

4. Leveraging the potential of its drugs by launching development programs in new 
promising indications with partners; 
 

5. Developing its drugs in-house up to their inflection points, therefore allowing strong 
value creation; 

 
6. Generating revenues from direct commercialization of its strategic products in major 

European countries; 
 

7. Actively pursuing new strategic development opportunities likely to create long-term 
value; 
 

8. Finding cost synergies between the two merged entities by consolidating or divesting 
activities. 

 
3.1.2.5. Rationale of the Merger  

 
The combined entity will be a European Champion with high value creation perspectives for 
shareholders. 
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BioAlliance Pharma and Topotarget are showing strong synergies, starting from a fully 
aligned growth strategy, supported by their late stage oncology development projects. 
 
The combined entity will be sustained by late stage partnered-assets and an orphan 
oncology pipeline with middle to late stage programs. As the two companies are dedicated 
to the same therapeutic area, the pipeline will gain significantly in strength, with 
independent & innovative technologies while mitigating the development risks. 
 
The synergies and critical mass of the combined entity will allow pursuit of its clinical 
programmes as stand-alone company studies or through co-development with partners, as 
well as in-licensing or acquisition of new innovative technologies or projects for rare 
cancers in late-stage development to sustain its future growth.  
 
It is the aim of the combined entity to be more visible and attract long-term US and 
European biotech investors ready to fund the company until critical inflection points ensure 
solid value creation. 

 
The combined entity will present a complementary and synergistic portfolio of late stage 
and registered products as well as a powerful R&D organization, which will result in a more 
balanced profile of short term, mid-term and long-term value creators: 
 
1. 2 US and European approved products (Sitavig® and Loramyc®/Oravig®) and their 

commercialization through existing collaborations and licensing agreements and 
1 product under review by FDA for registration (Beleodaq®); 
 

2. Future collaborations on orphan oncology products with high market potential 
(Beleodaq®, Livatag® and Validive®) likely to generate upfront payments, milestones 
and royalties from commercial partners on future potential sales; 

 
3. Direct revenues through the set-up of a lean, flexible and targeted force of Medical 

Scientific Liaisons to directly commercialize the products of the orphan oncology 
pipeline; 

 
4. Promising growth drivers and life cycle management with potential new indications for 

its existing products and acquisition of new technologies and late-stage products to be 
either commercialized directly or out-licensed to future partners. 
 

The combined entity will have all the skills and expertise of a fully integrated R&D company 
to successfully achieve its goals of becoming a key player on the European orphan oncology 
market. 
 

3.1.2.6. Expected achievement of the Merger: a European Biotech Champion in Orphan Oncology 
Diseases 
 

 A Strategic position in severe orphan diseases in oncology for high value markets 
 
The combined entity’s growth strategy is based on the development of its orphan oncology 
drugs, targeting severe diseases with few or no therapeutic alternatives and with especially 
high unmet medical needs. With a market for orphan oncology products of several hundred 
million Euros, these products represent for the combined entity strong drivers of internal 
growth in the short and medium term. 
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In Europe, the orphan status is granted by European Drug Agency (EMA) for a drug that is 
expected to address significant medical needing diseases affecting less than 5/10,000 
people, namely 250,000 people in the EU-28.  
 
In the United States, the orphan status is granted by US Food and Drug Administration 
(FDA) for drugs developed against diseases affecting less than 200,000 people and for 
which also there is clear need for efficient treating options. 
 
The treatment of orphan oncology diseases represents a major challenge to our healthcare 
systems. Between 6 and 8% of the total population suffers from a rare disease. There are 
approximately 7,000 rare diseases identified and treatments exist for fewer than 5% of 
them.  
 
The time is optimal for the development of treatments for rare cancers: the medical need is 
significant and the regulatory agencies are increasingly prepared to facilitate the 
development of these treatments and the patients’ access to them. The orphan status 
allows: 
 

- More rapid development pathways: acceptance of validated/genetically validated 
surrogate endpoints; 
 

- Shorter review/approval cycles: Accelerated/Conditional approval, Breakthrough 
designation, Fast Track designation, Priority Review; 
 

- Favorable reimbursement environment for differentiated products that satisfy the 
unmet medical need for rare disease and provide patients with clinical relevant 
increased life expectancy and quality of life;  

 
- Commercial protection for 7 years in the US and 10 years in Europe, preventing any 

competitive drug to enter the market on the same indication providing it does not 
show significant increased efficacy. 

 
The oncology field remains one of the key markets with a turnover of 61.6 billion dollars in 
2012 (5.1% growth) within a global drug market that reached 962 billion dollars in 2012 (-
0.3%). The dynamics of the oncology drug market is reflected in "The Global Use of 
Medicines: Outlook Through 2017" study from IMS Health, which projects anticancer sales 
up to 104 billion dollars. 
 

 A unique and solid pipeline  
 
The products developed by the combined entity are dedicated to rare cancer diseases, for 
which a strong need exists for new treatments with significant efficacy and an improved 
safety profile. These breakthrough products should support a premium price to ensure a 
favorable business model of the combined entity. 
 
The combined entity will benefit from a large combined product portfolio with three drugs 
in advanced development (from Phase II to commercial) in 3 different oncology areas:  
 

- Beleodaq® is under a priority review by the FDA for the treatment of refractory or 
relapsed Peripheral T-Cell Lymphoma (PTCL) with a potential registration in the USA 
expected in early August 2014; This product has been granted with a Orphan status 
for PTCL indication; 
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- Livatag® (Doxorubicine Transdrug™) is in a Phase III international clinical trial for the 

treatment of hepatocellular carcinoma (primary liver cancer); It also has been 
granted orphan status in both Europe and US; and very recently, Livatag® received 
the “Fast Track” designation from the FDA, therefore allowing accelerated review 
of the product; 
 

- Validive® (Clonidine Lauriad®) is in Phase II international clinical trial for the 
prevention of radiotherapy- and chemotherapy- induced oral severe mucositis in 
patients treated for Head and Neck cancer. EMA has granted orphan status to 
Validive for the prevention and treatment of oral mucositis in patients treated 
against a Head and Neck cancer. In the US, Validive is not considered as an orphan 
status product, however, FDA has granted a “Fast track status” for the drug,  
dedicated to treatment aiming to address very severe condition and for which FDA 
commits to optimize all its review process to accelerate potential market 
availability. 

 
Apart from these indications, these products will potentially be developed in other orphan 
oncology indications. It is expected that the merger will easily allow potentiation and other 
development paths for these products. 
 
The targeted and complementary pipeline aiming at enhancing the orphan oncology 
footprint of the combined entity will allow us to capitalize on acquired expertise and know-
how, as well as mitigate the risks of development failure. Indeed: 
 

- The combined pipeline includes products focusing on orphan oncology diseases 
with complementary indications; 
 

- The programmes and breakthrough technologies (nanoparticules formulation, 
mucosal delivery or targeted therapies) have potential to reduce drug resistance 
and/or intolerance; 
 

- All are in advanced clinical development stages in multicentre international 
programs; 
 

- The programs are in similar development timelines with launch estimates from 
2014 to 2020; 

 
- A genuine expertise in drug development confirmed by successful registrations. 

 
The expertise and know-how of the combined entity teams within development and 
registration are major success drivers for the combined entity. The management team has 
an acknowledged track record in product development, registration and commercialization. 
It has successfully completed all the development and registration stages in Europe and the 
United States for two products, Loramyc®/Oravig® and Sitavig®. The acceptance of the NDA 
file for Beleodaq® granted by FDA in February of 2014 confirmed the skills of the combined 
entity. 
 
The combined entity will have all the essential skills and expertise of a fully integrated R&D 
company to successfully achieve experienced pre-clinical and clinical development, process 
development and manufacturing, regulatory affairs, market access, business development 
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and alliance management teams. The combined entity will leverage on this R&D expertise 
and teams know-how to develop its oncology assets. 
 

 A strong portfolio of intellectual property, offering long-term protection for all 
the products developed by the combined entity 

 
Dedicated to developing innovative products, the combined entity makes intellectual 
property a focus of its operations, as is already the case today. It has created a proactive 
strategy in this area, ensuring a continuous link between its research activities and its 
patent teams. As of 31 March 2014, the combined patent portfolio for the orphan oncology 
pipeline products covered 11 families of published patents and licenses, including 180 
patent applications and patents on innovative technologies and products with a large 
proportion being issued patents. 
 

 A Prioritization on orphan oncology pipeline opportunities 
 
The combined entity will focus on development, registration and furthermore on 
commercialization of orphan oncology products. 
 
BioAlliance Pharma’s portfolio contains two specialty products (Loramyc®/Oravig® and 
Sitavig®) for which there are already partnerships in place in the major territories.  These 
license agreements have generated more than 55 M€ since 2007 and have significantly 
participated to the financing of the company’s activities. In the future, the company intends 
to maximize revenues from these assets through licensing deals, but no development 
investments will be dedicated to these programs which are not part of the core strategic 
focus of the combined entity. 
 
The R&D committee will be in charge in the combined entity to ensure efficient R&D 
portfolio management. Strategic decision regarding investment cases and forecasts will be 
made taking into account solid sales, marketing and business development inputs (market 
analysis, market access, competition analysis, positioning of development programs, 
commercial strategy), in order to closely anticipate the market and business situation at 
time of registration and  reimbursement. 
 
In the mid-term, the combined entity intends to continue the development of the 3 
products Beleodaq®, Livatag® and Validive®: 
 

o Beleodaq®: launch Phase II/III clinical trials in new indications 
o Livatag®: finalise the Phase III clinical trial  
o Validive®: launch the pivotal Phase III clinical trial based on the anticipated 

positive Phase II results with a potential co-development partner 
 

 A licensing strategy to maximize revenues in major international markets 
 

According to the strategy of the combined entity, the combined entity has chosen to rely on 
strategic commercial partners whose promotional capabilities enable the drugs to reach 
and benefit most patients and whose expertise complements its own: 
 

- Beleodaq® is licensed to Spectrum Pharmaceuticals, Inc., to develop and 
commercialize the product in the North America and in India. Beleodaq® is under 
Priority Review by the US FDA and approval could be granted within 3 months in 
refractory/relapsed PTCL. The acceptance to file triggered the first of two expected 
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milestone payments related to the US FDA filing of Beleodaq® in R/R PTCL patients: 
Spectrum Pharmaceuticals has paid Topotarget USD 10 million and 1 million 
Spectrum Pharmaceuticals shares.  
 

BioAlliance Pharma has partnered its speciality products to various commercial partners 
and intends to maximize revenues from these partnerships: 

 
- Loramyc®/Oravig® is already largely licensed around the world with European and 

Asian agreements already in place. 
 

- Sitavig® is licensed to Innocutis Holding LCC for the commercialization of Sitavig in 
North America. Other agreements have been signed for Israel and South Korea. 

 
Further to these already on-going partnerships, the orphan oncology pipeline could offer 
additional licensing opportunities. 
 
Meanwhile the combined entity may decide to set up a direct commercialization 
organization if all the favorable conditions are met. The combined entity will pursue its 
licensing strategy with partners for other countries, in order to generate financial resources 
and accelerate the development of the products. Partners and incoming fees may be an 
important strategic factor to accelerate the clinical development of the key products as well 
as optimizing their potential in new territories where the combined entity has no presence: 
 

- Beleodaq®, for which the first marketing authorization is expected in 2014, is 
available for licensing opportunities, outside the territories licensed to Spectrum; 
 

- Livatag® and Validive® are under development at advanced clinical stages. The end 
of the Phase II clinical trial for Validive is expected in 2014 and the top line results 
of the Livatag Phase III clinical trial are expected in 2016. These two products are 
available for licensing and are likely to constitute additional sources of revenue in 
the future. 

 
Furthermore, the combined entity will have a critical mass which will be a key asset to 
continue to acquire opportunities to fuel the orphan oncology portfolio in a mid-term 
perspective. 
 

 Achieve financial critical mass for the combined entity 
 
Merging of both companies’ strategic portfolios and leveraging of synergies and expertise 
will increase the market value of the combined entity. The value creation steps of the 
combined entity will be more frequent, reflecting achievements on the strategic 
development programs and high value creation resulting from their advancement.  
 
The combined entity will be more visible and attractive towards institutional and 
specialized US and EU biotech investors that can fund the company until critical inflection 
points and also provide long-term support. 
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3.2. Legal features of the Merger 

 
3.2.1. General overview of the Merger  

 
3.2.1.1. Date of execution of the Merger Plan, the Merger Agreement and the Definitive Merger 

Plan 
 
The Merger Plan and the Merger Agreement were both executed on 16 April 2014 by the 
Chief executive officer of BioAlliance Pharma and the authorized legal representative of 
Topotarget. 
 
The Definitive Merger Plan was executed on 21 May 2014 by the Chief executive officer of 
BioAlliance Pharma and the members of the board of directors of Topotarget. 
 

3.2.1.2. Date of the financial statements used to determine the fair market value of the transferred 
assets 
 
The fair market value of the assets and liabilities transferred by Topotarget in the context of 
the Merger was determined on the basis of the annual financial accounts of Topotarget as 
at 31 December 2013. 
 

3.2.1.3. Conditions Precedent to the Merger 
 
In accordance with the provisions of the Definitive Merger Plan, the completion of the 
Merger shall be conditional upon the satisfaction of the following conditions precedent (the 
“Conditions Precedent”): 
 

(i) Conditions Precedent to be satisfied prior to the vote of BioAlliance Pharma or 
Topotarget shareholders’ meetings 

 
- The registration (enregistrement) by the AMF of the Document E and the 

issuance of a visa by the AMF on the admission prospectus to be used for 
passporting to Denmark, 

 
- The passporting of the admission prospectus to Denmark, 

 
- No Material Adverse Change affecting either of BioAlliance Pharma or 

Topotarget shall have occurred and be pending or shall be threatening to 
occur; the term “Material Adverse Change” meaning any change, event, 
circumstance, condition, state of fact, development, or other matter which 
has had or could reasonably be expected to have a material adverse effect 
on the business, assets, financial condition, prospects, result, or operations 
of the relevant party or any of such party’s affiliates, and 

 
- The parties contractually agreed that the number of shares issued by 

Topotarget held by shareholders of Topotarget who at the general meeting 
convened for the purpose of approving the Merger (i) have opposed the 
Merger and (ii) upon request of the chairman of general meeting of 
Topotarget pursuant to section 110(2) of the Danish Companies Act have 
made declarations to the effect that they wish to exercise their right to 
require redemption pursuant to section 286 of the Danish Companies Act, 
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does not exceed 14,331,711 of shares (equal to 10% of the total 
outstanding share capital of Topotarget as at the date of the Definitive 
Merger Plan). 

 
(ii) Conditions Precedent depending upon a vote of BioAlliance Pharma or Topotarget 

shareholders’ meetings 
 

In addition to the conditions stipulated in Section 3.2.1.3(i), and for the avoidance 
of doubt: 
 

- the completion of the Merger by Topotarget is subject to the approval of 
the Merger by the shareholders of Topotarget at an extraordinary 
shareholders’ meeting of Topotarget (the “Topotarget Shareholders 
Meeting”), in accordance with the requirements of the articles of 
association of Topotarget and Danish law, and 
 

- the completion of the Merger by BioAlliance Pharma is subject to (i) the 
prior approval of the Merger by the Topotarget Shareholders Meeting, and 
(ii) the approval of the Merger by the shareholders of BioAlliance Pharma at 
an extraordinary shareholders’ meeting of BioAlliance Pharma (the 
“BioAlliance Pharma Shareholders Meeting”), including, but not limited to, 
the acknowledgement of the rights of the Topotarget shareholders and 
their consequences for BioAlliance Pharma, in accordance with the 
requirements of the articles of association of BioAlliance Pharma and 
French law. 

 
For the avoidance of doubt, following the approval of the Merger by the Topotarget 
Shareholders Meeting and BioAlliance Shareholders Meeting, the completion of the Merger 
shall not be subject to any other conditions, except for the registration of the Merger by 
the relevant French and Danish authorities. 
 
In the event that the Conditions Precedent have not been satisfied (or waived to the extent 
legally possible) by BioAlliance Pharma and Topotarget on or before 31 August 2014, the 
Merger Plan, the Merger Agreement and the Definitive Merger Plan shall automatically 
terminate and cease to have any further force or effect. 
 
A press release will be issued if any of the Conditions Precedent were not met (or waived to 
the extent legally possible). 

 
3.2.1.4. Effective date of the Merger 

 
(i) Effective date of the Merger from a legal standpoint 

 
Subject to completion of the Conditions Precedent set forth in Section 3.2.1.3 below, the 
Merger will take effect for legal purposes when (i) the Danish Business Authority has issued 
the certificate prescribed by sec. 289(1) of the Danish Companies Act and (ii) the Merger is 
registered with the French relevant authority (greffe or notaire), cf. L.236-30 et L.236-31 of 
the French Commercial Code (“Merger Legal Effective Date”). 
 
As of the Merger Legal Effective Date, BioAlliance Pharma will acquire control over the 
assets and activities of Topotarget, the universal transfer of all assets and liabilities of 
Topotarget into BioAlliance Pharma will take place, and Topotarget will cease to exist and 
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all rights and obligations of Topotarget will be deemed to have passed to BioAlliance 
Pharma in their entirety, without any liquidating proceedings. 
 

(ii) Effective date of the Merger for accounting purposes 
 
For accounting purposes (ref. article 5, subsection 1 (f) of the EU Directive 56/2005), the 
Merger shall have effect as of 1 January 2014 (the “Merger Accounting Reference Date”).  
 
For the avoidance of doubt the stipulated Merger Accounting Reference Date shall be 
without prejudice for applicable accounting standards. Consequently, for purposes of 
BioAlliance Pharma’s preparation of its consolidated accounts in accordance with IFRS 
accounting standards, the Merger will be recognized as of the date on which BioAlliance 
Pharma acquires control over the assets and activities of Topotarget. This date is expected 
to be no earlier than 30 June 2014 being the date of the latest of the general meetings of 
the Companies convened for the purpose of resolving the Merger. 
 

3.2.1.5. Date of the board meetings approving the Merger 
 
The Merger was approved by the board of directors of BioAlliance Pharma on 15 April 2014 
and 21 May 2014. 
 
The Merger was approved by the board of directors of Topotarget on 15 April 2014 and 
21 May 2014. 
 

3.2.1.6. Works council’s opinion on the Merger 
 
The Merger was approved by the works council (comité d’entreprise) of BioAlliance Pharma 
on 10 April 2014 following its information and consultation according to article L. 2323-19 
of the French Labor code. 
 
The works council of BioAlliance Pharma issued a favorable opinion (avis favorable) on the 
Merger. 
 
No works council or employee representative exists in Topotarget. 
 

3.2.1.7. Date for filing the Definitive Merger Plan with the Commercial Court of Paris and the Danish 
Business Authority 
 
The Definitive Merger Plan will be filed with the Commercial Court of Paris (France) and the 
Danish Business Authority, at least one month before BioAlliance Pharma Shareholders 
Meeting and Topotarget Shareholders Meeting.  
 
The Definitive Merger Plan will also be published: 
 

(i) in the French Bulletin des Annonces Légales Obligatoires (Official Bulletin of Legal 
Notices), in the Bulletin Officiel des Annonces Civiles et Commerciales (Official 
Bulletin of Civil and Commercial Notices), and on BioAlliance Pharma’s website, at 
least one month before BioAlliance Pharma Shareholders Meeting; 
 

(ii) in the Danish Central Business Register (CVR), and on Topotarget’s website, at least 
one month before Topotarget Shareholders Meeting. 
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3.2.1.8. Tax treatment of the Merger 
 

(i) For the companies parties to the Merger  
 

 Corporate tax 
 
The Merger is eligible to the tax provisions for mergers provided for by the European 
Council Directive 90/434/EC of 23 July 1990 amended by Directive 2009/133/EC of 
19 October 2009 defining the main provisions applicable to mergers concerning companies 
of different Member States of the European Community. 
 
BioAlliance Pharma and Topotarget have elected for the application of said set of tax rules 
to the Merger. 
 
The Merger is not expected to trigger any tax impact in France since BioAlliance Pharma is 
the continuing company and BioAlliance Pharma has no permanent establishment in 
France. The Merger de facto cannot be subject to the French favorable merger regime since 
it will not result in any transfer of French assets or any French assets revaluation. 
 
Topotarget undertakes to ensure that it will comply with all Danish and French the legal 
provisions. 
 
From a Danish tax standpoint, the Merger will be effected as a tax-deferred merger, under 
the provisions of the Danish Act on Mergers, Divisions and Infusion of Assets, etc. 
("Fusionsskatteloven"). This entails that the Merger will not trigger Danish corporate tax for 
Topotarget to the extent that the assets and liabilities of Topotarget remain after the 
Merger allocated to a permanent establishment of BioAlliance Pharma in Denmark. Existing 
unutilized tax losses in Topotarget at the time of the Merger Accounting Reference Date 
will be lost and cannot be carried over for utilization in BioAlliance Pharma. 
 

 Registration taxes 
 
The Merger is subject in France to a fixed registration fee of € 500 in accordance with the 
provisions of Article 816 of the French Tax Code (Code Général des Impôts). 
 
Registration of the Merger with the Danish Business Authority shall be subject to the 
payment of a single fixed registration fee of DKK 340. 
 

(ii) For shareholders of companies parties to the Merger 
 
The information presented in this Document E provides only a summary of the tax 
consequences for shareholders under current tax laws and regulations applicable in France 
and Denmark. As such, investors are generally advised to consult with their own tax 
advisers with respect to the tax provisions that apply to their particular situation. 
 
Non-French and non-Danish residents must comply with the tax provisions in their country 
where they have their tax residence. 
 

 Taxation of Danish resident shareholders in Topotarget 
 
As the Danish Act on Mergers, Divisions and Infusion of Assets, etc. ("Fusionsskatteloven") 
applies to the Merger, the Merger itself will not trigger capital gains tax for Danish tax 
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resident shareholders in Topotarget insofar such shareholders receive shares in BioAlliance 
Pharma as consideration for their shares in Topotarget. The shares in BioAlliance Pharma 
replacing their shares in Topotarget will instead for Danish tax purposes subrogate in the 
tax position of the Topotarget shares they replace. 
 
To the extent Danish tax resident shareholders in Topotarget do not receive shares in 
BioAlliance Pharma as consideration for their shares in Topotarget as a consequence of the 
Merger, such Topotarget shareholders will be considered for Danish tax purposes as having 
disposed of their shares in Topotarget as a consequence of the Merger. A disposal of shares 
will generally be a tax event triggering taxation of capital gains realized on such shares. 
Reference is made to the description of Danish capital gains tax rules for different types of 
shareholders in section 3.2.1.9 as these rules apply equally to shareholders in Topotarget 
receiving other consideration than shares in BioAlliance Pharma in connection with the 
Merger. 
 
The Merger does not trigger any Danish stamp duties or transfer taxes. 
 

 Taxation of Danish resident existing shareholders in BioAlliance Pharma 
 
The Merger does not for Danish tax purposes constitute a taxable event for existing 
shareholders of BioAlliance Pharma. 
 

 Taxation of French resident existing shareholders in BioAlliance Pharma 
 
The Merger does not constitute per se a taxable event for existing shareholders of 
BioAlliance Pharma.  
 

 Taxation of French resident shareholders in Topotarget 
 
In principle, the Merger will trigger capital gains tax for French tax resident shareholders in 
Topotarget insofar such shareholders transfer their shares in Topotarget in exchange for 
shares in BioAlliance Pharma. Such exchange is in principle taxable in France. 
 
However, the French taxation can be deferred. The required conditions to benefit from this 
deferment depend on whether the shareholder is an individual or a legal entity.  
 

- Individuals: under Article 150-0B of the FTC the deferment of taxation automatically 
applies without the taxpayer having to make such request. The capital gain from 
exchange benefiting from the suspension of taxation specified in Article 150-0B of 
the FTC will therefore not be taxable. 
 

- Companies subject to CIT: under Article 38-7-bis of the FTC the deferment of 
taxation applies on an optional basis. To benefit from the deferment, the company 
shall produce a special return for deferred capital gains and make it available to the 
FTA (Article 54 septies I and II of the FTC). 

 
3.2.1.9. Taxation of Danish and French resident holders of New Ordinary Shares following the 

Merger 

 

Potential investors in the New Ordinary Shares are advised to consult their tax advisers 
regarding the applicable tax consequences of acquiring, holding and disposing of the New 
Ordinary Shares based on their particular circumstances. Investors who may be affected by 
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the tax laws of other jurisdictions should consult their tax advisers with respect to the tax 
consequences applicable to their particular circumstances as such consequences may differ 
significantly from those described herein. 
 

(i) For Danish Shareholders 
 
The tax rules applicable post-Merger to Danish Shareholders are determined in the light of 
the absence of Double Tax Treaty between France and Denmark. This situation may 
theoretically lead to both French and Danish taxation of the same future dividends and 
capital gains realized on the New Ordinary Shares. However, under Danish domestic tax 
credit rules, a Danish resident individual or company subject to tax on French source 
income, would be entitled to benefit from the Danish domestic tax credit regime, which 
entitles the Danish individual or company to credit against its Danish income tax any French 
tax paid on the same income. The tax credit is, however, limited to the Danish tax payable 
by the same shareholder on the same income under Danish tax law. 
 

 For individuals  
 

- Capital Gain 
 
Capital gain on the sale of BioAlliance Pharma shares will only be taxable in France if the 
shareholder held more than 25% of the company’s share, which is not the case of Danish 
Shareholders. 
 
Gains from the sale of shares are taxed as share income at a rate of 27% on the first DKK 
49,200 in 2014 (for cohabiting spouses, a total of DKK 98,400) and at a rate of 42% on share 
income exceeding DKK 49,200 (for cohabiting spouses over DKK 98,400). Such amounts are 
subject to annual adjustments and include all share income (i.e., all capital gains and 
dividends derived by the individual or cohabiting spouses, respectively). 
 
Gains and losses on the sale of listed shares are calculated as the difference between the 
purchase price and the sales price. The purchase price is generally determined using the 
average method as a proportion of the aggregate purchase price for all the shareholder’s 
shares in the company. Losses on the sale of listed shares can only be offset against other 
share income deriving from listed shares, (i.e. received dividends and capital gains on the 
sale of listed shares). Losses not utilized will automatically be offset against a cohabiting 
spouse’s share income deriving from listed shares and additional losses can be carried 
forward indefinitely and offset against future share income deriving from listed shares. 
 
Losses on listed shares may only be set off against gains and dividends on other listed 
shares if the Danish Tax Authorities have received certain information concerning the 
ownership of the shares. This information is normally provided to the Danish Tax 
Authorities by the securities depositary. 
 

- Dividends 
 
French source dividends paid to a Danish resident will be in principle subject to a 21% 
withholding tax. 
 
Dividends paid to individuals who are tax residents of Denmark are taxed in Denmark as 
share income, as described under Capital Gain above. 
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 For companies subject to Corporate Income Tax  
 

- Capital gain  
 
Capital gain on the sale of BioAlliance Pharma shares will only be taxable in France if the 
shareholder held more than 25% of the company’s share, which is not the case of Danish 
Shareholders. 
 
For the purpose of Danish taxation of sales of shares made by shareholders, a distinction is 
made between Subsidiary Shares, Group Shares and Portfolio Shares: 
 

- “Subsidiary Shares” is generally defined as shares owned by a shareholder holding 
at least 10% of the nominal share capital of the issuing company. 

- “Group Shares” is generally defined as shares in a company in which the 
shareholder of the company and the issuing company are subject to Danish tax 
consolidation or fulfill the requirements for international tax consolidation under 
Danish law. 

- “Portfolio Shares” are shares that do not qualify as Subsidiary Shares or Group 
Shares. 

 
Gains or losses on disposal of Subsidiary Shares and Group Shares are not included in the 
taxable income of the shareholder. Special rules apply in order to prevent avoidance of the 
10% ownership requirement through certain holding company structures. These rules will 
not be described in further detail. 
 
Capital gains from the sale of listed Portfolio Shares are taxable at a rate of 24.5% (2014) 
irrespective of ownership period. Losses on such shares are deductible. The standard 
corporate tax rate will be reduced to 23.5% in 2015 and 22% in 2016.  
 
Gains and losses on listed Portfolio Shares are taxable according to the mark-to-market 
principle. According to the mark-to-market principle, each year’s taxable gain or loss is 
calculated as the difference between the market value of the shares at the beginning and 
end of the tax year. Thus, taxation will take place on an accrual basis even if no shares have 
been disposed of and no gains or losses have been realized. If the Portfolio Shares are sold 
or otherwise disposed of before the end of the income year, the taxable income of that 
income year equals the difference between the value of the Portfolio Shares at the 
beginning of the income year and the value of the Portfolio Shares at realization. In the 
income year in which the Portfolio Shares have been acquired, the taxable income of that 
income year equals the difference between the purchase price and the value of the 
Portfolio Shares the value of the Portfolio Shares at tax year end. If the Portfolio Shares 
have been acquired and realized in the same income year, the taxable income equals the 
difference between the acquisition sum and the value of the Portfolio Shares at realization. 
 
A change of status from Subsidiary Shares/Group Shares to Portfolio Shares (or vice versa) 
is for tax purposes deemed to be a disposal of the shares and a reacquisition of the shares 
at market value at the time of change of status. 
 
Special transition rules apply with respect to the right to offset capital losses realized by the 
end of the 2009 income year against taxable gains on shares in the 2010 income year or 
later.  
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- Dividends 

 
French source dividends paid to a Danish resident will be in principle subject to a 30% 
withholding tax except where the shareholder held more than 10% of the distributing 
company, which is not the case of Danish Shareholders. 
 
Dividends paid on Portfolio Shares are subject to the standard corporate tax rate of 24.5% 
(2014) irrespective of ownership period. The effective withholding tax rate is 24.5%. If the 
distributing company withholds 27%, the shareholder can claim a refund of the excess 
2.5%. The standard corporate tax rate will be reduced to 23.5% in 2015 and 22% in 2016. 
 
Dividends received on Subsidiary Shares and Group Shares will not be subject to taxation, 
irrespective of ownership period. 
 

-  Danish Share Transfer Tax and Stamp Duties 
 
No Danish share transfer tax or stamp duties are payable on transfer of the shares. 
 

 For French Shareholders 
 
The Merger does not per se alter the tax situation of the existing French shareholders. 
 

3.2.1.10. Indicative timetable of the Merger 
 

19 March 2014 ...........  Appointment of the French Merger Appraisers by the Commercial 
Court of Paris 

26 March 2014 ...........  Appointment of the Danish Merger Appraiser by the board of 
directors of Topotarget 

10 April 2014 ..............  Favorable opinion (avis favorable) from the works council of 
BioAlliance Pharma on the Merger 

16 April 2014 ..............  Execution of the Merger Plan and Merger Agreement / Press 
Release - Company Announcement 

21 May 2014 ..............  Execution of the Definitive Merger Plan / Press Release - Company 
Announcement 

22-26 May 2014 .........  Filing of the Definitive Merger Plan to the Commercial Court of 
Paris and the Danish Business Authority  

26 May 2014 ..............  Registration of the Document E by the AMF / Publication in France 

26 May 2014 ..............  Visa from the AMF on the admission prospectus / Passporting to 
Denmark of the admission prospectus incorporating the 
Document E 

26 May 2014 ..............  Calling of BioAlliance Pharma shareholders’ meeting / Making 
available Merger documentation  

27 May 2014 ..............  Calling of Topotarget shareholders’ meeting / Making available 
Merger documentation 
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27 June 2014 ..............  Shareholders’ meeting of Topotarget 

30 June 2014 ..............  Shareholders’ meeting of BioAlliance Pharma 

July/August 2014 ........  Legal formalities in relation to completion of the Merger / 
Dissolution of Topotarget / Admission to trading of New Ordinary 
Shares 

 
3.2.2. Approval and verification of the Merger 

 
3.2.2.1. Dates of the general meetings called to approve the Merger 

 
The shareholders of both Topotarget and BioAlliance Pharma will be convened to approve 
the Merger at general meetings to be held on, respectively, 27 June 2014 and 30 June 2014. 
 
From a French law perspective, in the event the quorum legally required3 is not met at 
BioAlliance Pharma’s general meeting to be held on 30 June 2014, such general meeting 
will be reconvened in a timely manner and in accordance with French applicable law.  
 
From a Danish law perspective, no quorum is legally or statutorily required for Topotarget 
general meeting to be held on 27 June 2014. 
 
In any event, if deemed appropriate by BioAlliance Pharma and Topotarget, the approval of 
the Merger may be postponed to a later point in time, however, no later than 31 August 
2014. 
 

3.2.2.2. Merger independent experts 
 

 French Merger Appraisers 
 
In accordance with the provisions of article 8 of the Directive n° 2005/56/CE, and articles 
L.236-10, L.225-8, L.225-147, R.225-7, R.236-6, R.236-7 and R.225-136 of the French 
Commercial Code, the French merger appraisers (commissaires à la fusion) were appointed 
by an order the Commercial Court of Paris dated 19 March 2014 further to a request filed 
by BioAlliance Pharma on 13 March 2014. 
 
The French merger appraisers (the “French Merger Appraisers”) are: 
 

- Mr. Thierry Bellot at Bellot Mullenbach & Associés, located at 11 rue de Laborde 
in Paris (75008), France, and 
 

- Mr. Olivier Marion, at Groupe A4, located at 66 avenue des Champs Elysées in 
Paris (75008), France 

 
The mission of the French Merger Appraisers is, in particular, to: 

 
- assess the terms and conditions of the Merger; 

 
- verify that the relative valuation attributed to the shares of BioAlliance Pharma 

and Topotarget are relevant and that the Exchange Ratio is fair and reasonable; 

                                                           
3 On first notice, the quorum legally required is a quarter of the shareholders present or represented at the general meeting. 
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- appraise the value of the contributions in kind and, as the case may be, the 

specific advantages to be transferred by Topotarget as part of the Merger;  
 

- verify that the amount of the net assets to be transferred by Topotarget as part of 
the Merger is, at least, equivalent to the amount of the contemplated share 
capital increase of BioAlliance Pharma; 

 
- establish the reports provided for in article L. 236-10 and L.225-147 of the French 

Commercial Code. 
 

 Danish Merger Appraiser 
 
In accordance with sections 276(2) and 277(1) of the Danish Companies Act, the board of 
directors of Topotarget has appointed PricewaterhouseCoopers, located at Strandvejen 44, 
2900 Hellerup, Denmark, to act as valuation expert (in Danish: vurderingsmand) on behalf 
of Topotarget (the “Danish Merger Appraiser”) for the purposes of: 
 

- determining whether the consideration offered for the shares in Topotarget is fair 
and reasonable;  
 

- specifying the method(s) used for determining the consideration; 
 

- assessing whether such methods are appropriate; 
 

- specifying the values that result from each method and the relative importance that 
should be attached to each individual method in connection with the valuation; 
 

- indicating, if relevant, whether and how the valuation has given rise to particular 
difficulties; 
 

- assessing whether the creditors of Topotarget can be considered to be sufficiently 
protected after the Merger. 

 
 Disclosure of Merger Appraisers’ reports 

 
The reports from the French Merger Appraisers dated 22 May 2014 as well as the 
report/statement from the Danish Merger Appraiser dated 21 May 2014 are attached as 
Schedule 2 to this Document E. 
 
The report of the French Merger Appraisers dated 22 May 2014 on the value of the 
contributions in kind and, as the case may be, the specific advantages will be filed with the 
Registrar of the Commercial Court of Paris in accordance with applicable law and 
regulations. 
 
The Danish Merger Appraiser's (i) valuation statement on the Definitive Merger Plan 
pursuant to section 276(1) of the Danish Companies and (ii) declaration as to whether the 
creditors of Topotarget can be considered to be sufficiently protected after the Merger 
pursuant to section 277(1) of the Danish Companies Act will be submitted to the Danish 
Business Authority in connection with filing of the Definitive Merger Plan. 
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The reports issued by the French Merger Appraisers and the Danish Merger Appraiser will 
be made available to the shareholders of BioAlliance Pharma and Topotarget, respectively, 
at their respective registered office, at least one month before the date of the 
shareholders’ meetings to be convened for the purpose of deciding on the contemplated 
Merger.  
 
These reports can be downloaded as well on the websites of BioAlliance Pharma 
(www.bioalliancepharma.com) and Topotarget (www.Topotarget.com). 
 

3.2.2.3. Experts appointed by the commercial court, as appropriate 
 
Not applicable. 
 

3.2.2.4. Special tasks assigned to the statutory auditors by the AMF 
 
Not applicable. 
 

3.2.3. Completion of the Merger and consideration for the contribution 
 

3.2.3.1. Consideration for the Merger 
 
In consideration for the contribution by Topotarget of all its assets and liabilities to 
BioAlliance Pharma, the shareholders of Topotarget shall receive in exchange for their 
shares, New Ordinary Shares having the characteristics described below that will be 
attributed to them pursuant to an exchange ratio (the “Exchange Ratio”) which has been 
determined on the basis of the value of the shares appraised for each company 
participating to the Merger. 
 
The Exchange Ratio proposed to the shareholders of Topotarget and the shareholders of 
BioAlliance Pharma is 2 New Ordinary Shares for each set of 27 shares in Topotarget, i.e. 
circa 0.074. 
 
The Exchange Ratio is not subject to any adjustment until completion of the Merger. 
 

3.2.3.2. Consideration for the shares in Topotarget 
 

(i) Issuance of New Ordinary Shares 
 
Based on the application of the Exchange Ratio and outstanding share capital of each of 
BioAlliance Pharma and Topotarget as of the Merger Exchange Date (including the 
2,473,998 new ordinary shares in Topotarget to be issued as a result of the exercise of the 
Topotarget warrants), the total number of New Ordinary Shares of each nominally € 0.25 
resulting from the Merger will be 10,799,341 corresponding to a total nominal value of 
€ 2,699,835.25. 
 
Accordingly, the share capital of BioAlliance Pharma will be increased, upon completion of 
the Merger, from € 5 170 748 to € 7,870,583.25, divided into 31,482,333 ordinary shares of 
a nominal value of € 0.25 per share. 
 
The merger premium will amount to € 76,027,360.75, corresponding to the difference 
between the amount of the net assets contributed by Topotarget as at 14 April 2014 i.e. 

http://www.bioalliancepharma.com/
http://www.topotarget.com/
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€ 78,727,196, and the nominal amount of the share capital increase resulting from the 
Merger i.e. an amount of € 2,699,835.25 (the “Merger Premium”). 
 

(ii) Main features of the New Ordinary Shares 
 
The New Ordinary Shares shall have a nominal value of € 0.25 each. 
 
The New Ordinary Shares of BioAlliance Pharma will upon issuance (upon Merger Legal 
Effective Date) be immediately fungible and ranked pari passu with existing ordinary 
shares, carrying the same rights and incurring the same charges and will be subject to all 
the provisions of the by-laws of BioAlliance Pharma (the “By-laws”). In particular, the New 
Ordinary Shares issued in the context of the Merger will be entitled to all distributions of 
profits and reserves that may be decided by BioAlliance Pharma as of the Merger Legal 
Effective Date. 
 
Application will be made for these New Ordinary Shares to be tradable on Euronext Paris in 
accordance with the terms and conditions that have been set forth in a notice to be 
published by Euronext Paris. 
 
As a consequence of the Merger, the listing of the Topotarget shares at NASDAQ OMX 
Copenhagen will cease with effect shortly after completion of the Merger. However, 
application will be made for all existing ordinary shares and New Ordinary Shares to be 
admitted for trading and official listing on the NASDAQ OMX Copenhagen, which should 
occur shortly after -and subject to the occurrence of- the Merger Legal Effective Date. 
 
The New Ordinary Shares will be negotiable as soon as admitted to trading on Euronext 
Paris and NASDAQ OMX Copenhagen (subject to approval of the admission request). 
 
The New Ordinary Shares to be issued by BioAlliance Pharma will be issued in Euros.  
Following the Merger Exchange Date, the New Ordinary Shares will be traded in Euros on 
Euronext Paris and in DKK on NASDAQ OMX Copenhagen (subject to approval of the 
admission request). 
 

(iii) Fractional Entitlements  
 
Shareholders of Topotarget who do not hold a sufficient number of shares in Topotarget to 
entitle them to receive a whole number of New Ordinary Shares (the “Fractional 
Entitlements”) can make their own arrangements to purchase or sell the relevant number 
of shares in Topotarget until the date of the Merger Exchange Date in order to receive a 
whole number of New Ordinary Shares. 
 
Any shareholder in Topotarget who -notwithstanding such sale or purchase of shares in 
Topotarget prior to the Merger Exchange Date- on the Merger Exchange Date remains 
entitled to a Fractional Entitlement shall be entitled to a cash consideration for such 
Fractional Entitlement, the amount of which shall be determined and procured in 
accordance with the provisions of article L. 228-6-1 of the French Commercial Code. 
 
BioAlliance Pharma will issue a number of New Ordinary Shares (the “Fractional 
Consideration Shares”) equal and corresponding (in the aggregate) to the total of all 
Fractional Entitlements to Nordea as escrow agent on behalf of all of the Topotarget 
shareholders who are entitled to cash settlement of their Fractional Entitlements. 
BioAlliance Pharma will purchase all the Fractional Consideration Shares at a price per share 
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equal to the volume weighted average price per share of BioAlliance Pharma quoted on 
Euronext Paris for the five trading days preceding the Merger Legal Effective Date, and pay 
the aggregate purchase price to the Topotarget shareholders who are entitled to cash 
settlement of their Fractional Entitlements pro rata inter se in proportion to their 
respective Fractional Entitlements. 
 

(iv) Redemption Shares 
 
Redemption Shareholders (as this term is defined under Section 3.5.2.2(i)) will not be 
entitled to receive on the Merger Exchange Date the delivery of any New Ordinary Shares.  
 
Instead, on the Merger Exchange Date, BioAlliance Pharma will deliver such number of New 
Ordinary Shares (the “Redemption Consideration Shares”) as each relevant Redemption 
Shareholder would have been entitled to receive on the Merger Exchange Date if such 
Redemption Shareholder had not exercised its redemption right to a financial institution 
designated by BioAlliance Pharma in lieu of such Redemption Shareholder.  
 
The Redemption Consideration Shares will be repurchased by BioAlliance Pharma to such 
financial institution within the framework of a share buy-back program implemented by 
BioAlliance Pharma in accordance with the provisions of article L. 225-209 of the French 
Commercial Code. 
 
For the avoidance of doubt, the Redemption Shareholders’ entitlement to redemption of 
their Redemption Shares shall be determined and executed in accordance with Section 
3.5.2.2(i) below and the relevant provisions of Danish law. Any profit or loss realized by 
BioAlliance Pharma in relation to the repurchase of the Redemption Consideration Shares 
shall be of no consequence to the redemption of the Redemption Shares. 
 
For more details on this procedure, please refer to Section 3.5.2.2(i) below. 
 

(v) Unallocated Shares 
 
In accordance with the provisions of article L. 228-6 of the French Commercial Code, 
BioAlliance Pharma will be authorized to sell any New Ordinary Shares issued pursuant to 
the Merger for which the identity of the Topotarget shareholder is unknown and which 
therefore have not been claimed (the “Unallocated Shares”). 
 
As from the sale of such shares, such Topotarget shareholders will only be entitled to 
receive the proceeds of the sale of the New Ordinary Shares which were not claimed plus, 
as the case may be, the amount of dividends, interim dividends and distributions of 
reserves (or similar) that these New Ordinary Shares would have been entitled to, prior to 
their sale. 
 
Such Topotarget shareholders will be informed that the combined entity will make available 
to them the proceeds of the sale of the Unallocated Shares for ten (10) years, in a blocked 
account in a financial institution (amounts corresponding to dividends, interim dividends 
and distributions reserves (or similar) that may be distributed can only be claimed during a 
period of five (5) years from their payment date). Once the 10-year period has expired, the 
sums will be transferred to the Caisse des Dépôts et Consignations where they can be 
claimed by the persons entitled thereto for up to twenty (20) years. Once this period has 
expired, the sums will be definitively transferred to the French Government. 
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3.2.3.3. Exchange of shares and payment of cash settlement of Fractional Entitlements 
 
As a result of the Merger: 

 
- all shares issued by Topotarget as at the Merger Legal Effective Date (excluding the 

Fractional Entitlements, the Unallocated Shares and the Redemption Shares, if any), 
will be exchanged in the accounts of the relevant Topotarget shareholders in VP 
SECURITIES A/S with New Ordinary Shares issued by BioAlliance Pharma in 
accordance with Section 3.2.3.2(i) below, 
 

- all Fractional Entitlements will be settled by payment of a cash amount which will 
be procured and determined in accordance with Section 3.2.3.2(iii) below, 
 

- all Redemption Shares, if any, will be settled by payment of a cash amount which 
will be procured and determined in accordance with Section 3.2.3.2(iv) below, and 
 

- all Unallocated Shares, if any, will be settled by payment of a cash amount in 
accordance with Section 3.2.3.2(v) below. 

 
The New Ordinary Shares which are to be registered in VP SECURITIES A/S will be issued on 
the Merger Legal Effective Date in the existing ISIN-code of the BioAlliance Pharma shares 
and placed in a blocked custody account belonging to Nordea.  
 
Exchange in VP SECURITIES A/S of Topotarget shares for New Ordinary Shares will take 
place after the expiry of the second trading day following the last trading day of the 
Topotarget shares on NASDAQ OMX Copenhagen (the “Merger Exchange Date”), such 
dates to be announced by separate announcement by Topotarget and BioAlliance Pharma 
not less than five trading days prior to the Merger Exchange Date. 
 
Payment of cash consideration for Fractional Entitlements will be paid in DKK to each 
relevant Topotarget shareholder through VP SECURITIES A/S to the dividend account linked 
to the respective Topotarget shareholder’s custody account on the first bank day (in 
Denmark) following the Merger Exchange Date. 
 
Payment of the redemption amount to which each Redemption Shareholder is entitled will 
be paid in DKK to each relevant Topotarget shareholder through VP SECURITIES A/S to the 
dividend account which on the Merger Exchange Date is linked to the respective Topotarget 
shareholder’s custody account (or as otherwise agreed between Topotarget and the 
relevant Redemption Shareholder or ordered by the relevant court, as the case may be). 
 

3.3. Recording of the contributions in the transferee company’s accounts 
 

3.3.1. Description and evaluation of contributed assets and assumed liabilities 
 
Given that BioAlliance Pharma does not control Topotarget, Regulation no. 2004-01 of the 
French Accounting Regulation Committee (Comité de Réglementation Comptable) provides 
that Topotarget’s contributions must be recorded at their fair market value (valeur réelle) in 
BioAlliance Pharma’s accounts. 
 
In the context of the Merger, Topotarget shall transfer to BioAlliance Pharma, subject to 
applicable law, all its assets and liabilities. 
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The assets and liabilities of Topotarget shall be transferred to BioAlliance Pharma as they 
exist on the Merger Legal Effective Date in accordance with article L.236-3 of the French 
Commercial code, including those items not expressly mentioned below. 
 

3.3.1.1. Contributions of Topotarget’s assets 
 
Topotarget’s annual accounts as at 31 December 2013 contain the following assets: 
 

Non-current assets EUR `000 

l. Intangible assets 30,600 

ll. Tangible assets 105 

lll. Other receivables 48 

 
Non-current assets 30,753 

 
Current assets 

 

lV. Trade receivables 105 

V. Other receivables 253 

Vl. Prepayments 39 

Vll. Income tax receivable 168 

Vlll. Cash and cash equivalents 4,220 

 
Current assets 4,784 

 
Assets 35,537 

 
The estimated fair market value of these assets amounts to € 81,679,490. 
 

3.3.1.2. Assumption of Topotarget’s liabilities 
 
Topotarget’s annual accounts as at 31 December 2013 contain the following liabilities:  
 

Non-current liabilities EUR `000 

l. Other financial liabilities 2,070 

ll. Trade payables 483 

lll. Other payables 399 

 
Current liabilities 2,952 

  
 

 
Liabilities 2,952 

 
The estimated fair market value of these liabilities amounts to EUR -2,952,294. 
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3.3.1.3. Net assets contributed by Topotarget 
 
Based on the above, the fair market value of the total net assets of Topotarget is estimated 
at € 78,727,196, calculated as follows: 
 

- Asset transferred: € 81,679,490 
- Liabilities transferred: € -2,952,294 
- Total net assets transferred: € 78,727,196 

 
3.3.2. Reconciliation between the contribution value and the book value 

 
The value of the contributions made by Topotarget to BioAlliance Pharma in the context of 
the Merger was agreed between the parties to amount to € 78,727,196.  
 
The difference between such fair market value used and the net book value of the assets 
contributed (as of 31 December 2013) consists of the revaluation of the assets of 
Topotarget, this revaluation being the direct result of the terms and conditions of the 
Merger as set forth by the parties to the Merger Agreement. 
 

3.3.3. Expert valuation on the contributions 
 
This fair market value of the total net assets contributed by Topotarget of an amount of 
€ 78,727,196 was confirmed by the French Merger Appraisers who issued a report on the 
value of the contributions made by Topotarget as well as a report on the consideration for 
such contributions; these reports are attached as Schedule 2 to this Document E. 
 

3.3.4. Detailed calculation of the merger premium 
 
The merger premium is equal to the difference between the net assets contributed by 
Topotarget and the nominal value of the share capital increase of BioAlliance Pharma upon 
completion of the Merger. 
 
Based on the estimated value of the contributed assets as at 31 December 2013, the 
amount of the Merger Premium would be € 76,027,360.75, calculated as follows: 
 

 Net contributed value € 78,727,196 

 Nominal value of the New Ordinary 
Shares 

€ 2,699,835.25 
 

 Merger Premium 
This amount will be credited to a special reserve 
account of BioAlliance Pharma named "Merger 
Premium". 

€ 76,027,360.75 

 
The balance of the Merger Premium will be used in accordance with applicable laws upon a 
decision of the general meeting of the shareholders of BioAlliance Pharma. 
 
It is expressly specified that BioAlliance Pharma shareholders meeting, which will be 
convened to approve the Merger will be requested to grant all powers to its Chief Executive 
Officer to (i) deduct from the Merger Premium all expenses, rights, costs and taxes arising 
from the share capital increase resulting from the merger, (ii) withhold, as applicable, from 
the Merger Premium the amounts necessary to recreate, as BioAlliance Pharma’s liabilities, 
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the reserves and regulated provisions as existing in Topotarget’s balance sheet, as the case 
may be (iii) increase the legal reserve, as appropriate, (iv) proceed with the formalities as a 
consequence of the merger and the corresponding share capital increase, (v) apply for the 
admission to trading of the New Ordinary Shares and existing ordinary shares on Euronext 
Paris and NASDDAQ OMX Copenhagen and, in general, (vi) perform all formalities and take 
all measures needed or useful to achieve the completion of the merger. 
 

3.4. Consideration for the contribution 
 
The two companies have jointly agreed to the consideration for the contributions and the 
Exchange Ratio. The selected Exchange Ratio provides for the issuance of 2 New Ordinary 
Shares in exchange for every 27 shares in Topotarget, i.e. circa 0.074.   
 

3.4.1. Valuation methods 
 

3.4.1.1. Selected Valuation Methods 
 
The Exchange Ratio proposed is analyzed according to a multi-criteria analysis based on 
customary valuation methods for this type of transaction, while taking into account the 
respective intrinsic characteristics of the pharmaceutical sector in general and BioAlliance 
Pharma and Topotarget in particular: 
 

- For reference purposes only, an analysis of the 52-week high and 52-week low 
stock prices for BioAlliance Pharma and Topotarget as of 14 April 2014; 

 
- For reference purposes only, an analysis of analysts' target prices of BioAlliance 

Pharma and Topotarget on 14 April 2014; 
 

- An analysis of the enterprise values of selected comparable public companies; 
 

- Comparisons based on the values obtained for BioAlliance Pharma and Topotarget 
using a discounted cash flow analysis. 

 
The Exchange Ratio was defined as being the ratio between the equity per share value of 
BioAlliance Pharma and Topotarget, calculated according to the number of shares 
outstanding on 14 April 2014. 
 

- BioAlliance Pharma: 20,682,992 shares outstanding on a non-diluted basis and 
21,895,090 shares on a fully diluted basis after taking into account BioAlliance 
Pharma’s stock-based incentive scheme warranting the issuance of 1,212,098 new 
shares. 
 

- Topotarget: 143,317,114 shares outstanding on a non-diluted basis and 
145,791,112 shares on a fully diluted basis, including the 2,473,998 new shares the 
issuance of which expected as a consequence of the transaction. 

 
3.4.1.2. Excluded Valuation Methods 

 
The following valuation methods have not been selected: 
 

- Multiples of Comparable Listed Companies  
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This analysis was not retained because of the inherent characteristics of the companies in 
the pharmaceutical sector, including products in different development phases, positioning 
in different target markets and utilization of unique technologies.  It is difficult to identify 
comparable listed companies that are relevant in terms of activity, business model, growth 
and earnings profile and calculate multiples that are relevant for this type of early-stage 
company, which often has limited revenue while incurring significant operating losses. 
 

-  Comparable Transaction Multiples  
 
This method was not retained because of the inherent characteristics of the companies in 
the pharmaceutical sector, including products in different development phases, positioning 
in different target markets and utilization of unique technologies.  It is difficult to identify 
transactions for comparable companies that are relevant in terms of activity, business 
model, growth and earnings profile, and the information available on potential comparable 
transactions is frequently limited and difficult to reliably obtain. 
 

-  Net Asset Value (NAV)  
 
The net asset value method consists in calculating the value of equity per share by 
subtracting total borrowings from amount of assets carried on the company's balance 
sheet.  This method is based on the historical cost of assets and liabilities and is not 
considered sufficiently relevant for the valuation of a pharmaceutical company.  It was not 
used as it takes into account neither the present value of a company's assets and liabilities 
nor its prospects of future development. 
 
Furthermore, NAV criteria does not take into account the value of intangible assets whose 
value provides a better means for assessing a company's ability to generate future cash 
flows than the balance sheet value.  This method was consequently excluded. 
 

-  Restated Net Asset Value (RNAV)  
 
This approach defines the value of a company's equity as the difference between its assets 
and liabilities, after revaluation of its main assets, in particular intangibles, at market value.  
This method is not considered relevant for the valuation of a pharmaceutical company from 
the perspective of a long-term operating basis.  This method is mainly used in the case of 
diversified holdings or companies holding diversified assets whose book value may be 
expected to be considerably higher than the immediate economic realizable value.  This 
method was consequently excluded. 
 

3.4.2. Basis of the exchange ratio calculation 
 

3.4.2.1. Analysis of Historical Trading Prices 
 
BioAlliance Pharma is listed on Euronext Paris under the ISIN code FR0010095596.  
Topotarget is listed on the NASDAQ OMX under the ISIN code DK0060003556. 
 
The Exchange Ratio was analyzed on the basis of the companies’ respective 52-week high 
and low stock prices as of 14 April 2014, as set forth below: 
 
[Table next page] 
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 BioAlliance Pharma Topotarget 

52-Week Low €3.37 DKK2.10 (€0.28) 

52-Week High €11.74 DKK3.62(€0.48) 

 
An Exchange Value comparison range of 0.024x to 0.144x resulted, calculated as the ratio of 
Topotarget low to BioAlliance Pharma high and Topotarget high to BioAlliance Pharma low, 
respectively, to reflect the widest possible range of valuation.  This analysis was used for 
reference purposes only. 
 

3.4.2.2. Analysis of Analysts’ Price Targets 
 
Analyst price targets were used for the purpose of assessing the Exchange Ratio on the 
basis of prices published by research analysts assessing the value of BioAlliance Pharma and 
Topotarget shares.  For BioAlliance Pharma, CM-CIC Securities’ target of €10.20 as of 
06 February 2014 and Invest Securities’ target of €9.40 as of 02 April 2014 were used.  For 
Topotarget, Danske Bank’s target of DKK3.20 as of 20 March 2014 was used.  The 
comparison resulted in an Exchange Value comparison range of 0.042x to 0.046x.  This 
analysis was used for reference purposes only. 
 

3.4.2.3. Analysis of Selected Public Companies 
 
The enterprise values of certain comparable companies were used for the purpose of 
assessing the Exchange Ratio on the basis of the implied per share prices of BioAlliance 
Pharma and Topotarget as calculated based on the 25th to 75th percentile of the enterprise 
values of the selected companies. The selected companies were bio-pharmaceutical with 
their lead product in late stage (P3/P2) oncology.  The comparable enterprise value range 
resulted in the per share prices set forth below: 
 

 BioAlliance Pharma Topotarget 

Per Share 
Value (Low) 

€3.18 DKK3.56 

Per Share 
Value (High) 

€6.77 DKK7.53 

 
An Exchange Value comparison range of 0.070x to 0.317x resulted, calculated as the ratio of 
Topotarget low to BioAlliance Pharma high and Topotarget high to BioAlliance Pharma low, 
respectively, to reflect the widest possible range of valuation. 
 

3.4.2.4. Discounted Cash Flow Analyses 
 
Discounted cash flow analysis (DCF) aims at determining the equity value of a company by 
discounting its future free cash flows.  The DCF analysis was prepared based on business 
plans drawn up and validated by the BioAlliance Pharma management team for BioAlliance 
Pharma and Topotarget for the 2014E-2050E period.  
 
The enterprise value was obtained by discounting future cash flows as of 1 January 2014 
using discount values from 13 % to 15 % based on a weighted average cost of capital 
calculation.  The equity value was obtained by adjusting the enterprise value based on cash 
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on hand, tax benefits, debt and other foreseeable events impacting each company’s value, 
as applicable.  The equity value obtained using a discount value of 14% was also adjusted 
for a probability of success sensitivity adjustment of -5% to 0%.  The equity value of 
Topotarget was also calculated taking into account certain estimated cost synergies.  
 
Based on the foregoing equity values, implied per share values were calculated as follows: 
 

 

Per Share Price 

BioAlliance 
Pharma (Low) 

BioAlliance 
Pharma (High) 

Topotarget 
(Low) 

Topotarget 
(High) 

DCF €7.71 €9.28 DKK5.56 DKK6.65 

DCF + 
Synergies 

N/A N/A DKK5.92 DKK7.06 

Probability of 
Success 
Sensitivities 

€7.75 €8.45 DKK5.20 DKK6.07 

 
The Exchange Value comparison ranges set forth below resulted, calculated as the ratio of 
Topotarget low to BioAlliance Pharma high and Topotarget high to BioAlliance Pharma low 
for each per share price calculation, to reflect the widest possible range of valuation: 
 

 Exchange Ratio (Low) Exchange Ratio (High) 

DCF 0.080x 0.115x 

DCF + 
Synergies 

0.085x 0.123x 

Probability of 
Success 
Sensitivities 

0.082x 0.105x 

 
3.4.3. Proposed exchange ratio 

 
3.4.3.1. Valuation Summary 

 
The chart below presents a summary of the ranges of exchange values obtained according 
to the different approaches outlined above: 
 

Valuation Method 
Resulting 

Exchange Ratio 
(Low) 

Resulting Exchange Ratio (High) 

Trading Range Analysis 0.024x 0.144x 

Analysts’ Target Price 
Analysis 

0.042x 0.046x 

Selected Public Company 0.070x 0.317x 
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Valuation Method 
Resulting 

Exchange Ratio 
(Low) 

Resulting Exchange Ratio (High) 

Analysis 

Discounted 
Cash Flow 
Analysis 

DCF 0.080x 0.115x 

DCF + 
Synergies 

0.085x 0.123x 

Probabilities 
of Success 
Sensitivities 

0.082x 0.105x 

 
3.4.3.2. Determination of Proposed Exchange Ratio 

 
The selected Exchange Ratio provides for the issuance of 2 New Ordinary Shares in 
exchange for every 27 shares in Topotarget, i.e. circa 0.074.  The Exchange Ratio was fixed 
on 16 April 2014 and is not subject to any adjustment thereafter.  Based on 145,791,112 
Topotarget shares outstanding as at the Merger Exchange Date, 10,799,341 New Ordinary 
Shares to be issued based on the Exchange Ratio and BioAlliance Pharma’s closing share 
price of 7.29 as of 14 April 2014, the estimated acquisition price of Topotarget is €78,727 
thousand. 
 

3.4.4. Reports of the French Merger Appraisers 
 
These reports are attached as Schedule 2. 
 

3.5. Consequences of the Merger 
 

3.5.1. Consequences for BioAlliance Pharma and its shareholders 
 

3.5.1.1. Impact of the Merger on BioAlliance Pharma’s net equity 
 
 

 Number of 
shares 

comprising the 
share capital 

Share capital 
(in thousand 

Euros) 

Shareholders’ 
Equity 

(in thousand 
Euros) 

Merger 
premium  

(in thousand 
Euros) 

Pre-Merger 
situation as at the 
date of this 
Document E 

20,682,992 €5,171 €7,438 / 

Share capital 
increase pursuant 
to the Merger 

10,799,341 €2,700 €71,033 €76,027 

Situation as at 
Merger Legal 
Effective Date 

31,482,333 €7,871 €78,471 €76,027 
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3.5.1.2. Impact of the Merger on the share of consolidated equity of the group for the holder of one 

BioAlliance Pharma share 
 
Note: Calculation is made on the basis of consolidated equity and the total number of 
outstanding BioAlliance Pharma shares as at the date of registration of this Document E, i.e. 
20,682,992 shares. 
 

 Share of consolidated equity 
(in Euros), on a non-diluted 
basis 

Share of consolidated 
equity (in Euros), on a 
diluted basis4 

Before the issuance of the 
New Ordinary Shares 

€0.36 €0.23 

After the issuance of the 
New Ordinary Shares 

€2.77 €2.67 

 
3.5.1.3. Impact of the Merger on the shareholders of BioAlliance Pharma 

 
Note: Calculation is made on the basis of the total number of outstanding BioAlliance 
Pharma shares as at the date of registration of this Document E, i.e. 20,682,992 shares. 
 
The impact of the issuance of the New Ordinary Shares for a hold of 1 % of BioAlliance 
Pharma’s share capital before the Merger will be as follows: 
 

 Ownership percentage, on a 
non-diluted basis 

Ownership percentage, on 
a diluted basis5 

Before the issuance of the 
New Ordinary Shares 

100.0 % 94.5 % 

After the issuance of the 
New Ordinary Shares 

65.7% 63.3% 

 
3.5.1.4. Shareholders holding more than 5 % of BioAlliance Pharma share capital and voting rights 

before and after completion of the Merger  
 
Note: Calculation is made on the basis of (i) the total number of BioAlliance Pharma 
outstanding shares as at the date of registration of this Document E, i.e. 20,682,992 shares, 
(ii) the total number of Topotarget outstanding shares as at the date of registration of this 
Document E, plus the new ordinary shares in Topotarget to be issued as a result of the 
exercise of the Topotarget warrants, i.e. a total of 145,791,112 shares, and (iii) the number 
of shares and voting rights held by the shareholders holding more than 5 % of the share 
capital and voting rights of BioAlliance Pharma, as at the date of registration of this 
Document E: 
 
[Table next page] 

                                                           
4
 Taking into account the exercise of all stock options and equity warrants, as at 20 May 2014. 

5
 Taking into account the exercise of all stock options and equity warrants, as at 20 May 2014. 
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Shareholders 

Before the Merger After the Merger 

Shares and voting rights* Shares and voting rights* 

Number Percentage Number Percentage 

Financière de la Montagne 2,807,570 13.57 % 2,807,570 8.92 % 

IDInvest Partners 1,076,395 5.20 % 1,076,395 3.42 % 

HealthCap Funds 0 0 % 924,632 2.94 % 

Other shareholders 16,799,027 81.22 % 26,673,736 84.73 % 

Total 20,682,992 100.00 % 31,482,333 100.00 % 

* All shares carrying the same voting rights 
 
All shares in BioAlliance Pharma are from the same single class and bear the same rights 
and obligations, and the bylaws of BioAlliance Pharma do not expressly provide for double 
voting rights. 
 

3.5.1.5. Simplified organization chart of the combined entity post-Merger 
 
As at the Merger Legal Effective Date, the simplified organization chart of the combined 
entity will be as follows: 
 
 
 
 
 
 
 
 
 
 

3.5.1.6. Corporate name of the combined entity 
 
At the general meeting of BioAlliance Pharma to be held on 30 June 2014 for resolving on 
the Merger, the shareholders of BioAlliance Pharma, the absorbing company, will be 
proposed that the combined entity carries on business under the new corporate name: 
Onxeo. 
 

3.5.1.7. Planned changes to the board and senior management 
 
The shareholders of the combined entity would be proposed to have 2 new directors from 
Topotarget joining the current BioAlliance Pharma board of directors, to reflect the spirit of 
the Merger. The recomposed board of directors would then gather 10 members, of which 3 
would be shareholder representatives, 6 independent directors and the Chief executive 
officer. Chairman position will continue to be held by Mr. Patrick Langlois, current Chairman 
of the board of directors at BioAlliance Pharma.  
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The executive management will continue to be led by Mrs. Judith Greciet, current Chief 
executive officer of BioAlliance Pharma, and it will be proposed that the executive 
committee be also enlarged with at least one new member from Topotarget, in charge of 
the Danish Establishment and reporting directly to the Chief Executive Officer.  
 

3.5.1.8. Change in the market capitalization 
 
Immediately following completion of the Merger, the number of ordinary shares of 
BioAlliance Pharma will amount to 31,482,333 compared to 20,682,992 shares as at the 
date of registration of this Document E. 
 
It is specified that based on a market price per share of €7.29 (closing market price as at 14 
April 2014), BioAlliance Pharma’s market capitalization will be € 229,506 thousand post-
Merger compared to € 150,779 thousand based on the number of shares comprising 
BioAlliance Pharma's share capital as at the date of this Document E. 
 

3.5.1.9. Indication of the impact of the Merger on the net profit per share calculation 
 

 

Number of shares 

Net income 
attributable as at 31 

December 2013  
(in thousand Euros) 

Net income 
attributable per share 

as at 31 December 
2014  

(in thousand Euros) 

Pre-Merger 20,682,992 €(15,320) €(0.74) 

Post-Merger 31,482,333 €(20,009) €(0.64) 

 
3.5.1.10. New strategies under consideration, short and medium-term outlook for the business and 

possible reorganization measures, results and the dividend policy 
 
The objective of the combined entity is to become a leading biopharmaceutical integrated 
company, dedicated to providing breakthrough innovative therapeutic options to patients 
suffering from a rare cancer disease and for whom the unmet need is very high. 
 
The combined entity will lead to the creation of a new and immediately leading orphan 
oncology biopharma company, with prioritized, short term and mid/long value creating 
development projects oriented towards rare cancers and unmet medical needs in the 
orphan oncology area. 
 
The combined entity will benefit from a highly skilled team, combination of expertise from 
both entities with proven expertise and will be led by a well experienced management, with 
high track record in development and value creation for shareholders. 
 
The combined entity will consolidate two well-advanced orphan oncology products 
portfolios, each with several pre-clinical and clinical programs, resulting from BioAlliance 
Pharma and Topotarget. 
 

(i) Lean and flexible organization 
 
Research activities of the orphan oncology programs should be mainly led by BioAlliance 
Pharma R&D group in Paris. However, the operational clinical development of Beleodaq® 
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should be kept in Copenhagen, where the company intends to keep a permanent 
establishment with Beleodaq® clinical operations. Pre-clinical development activities 
relating to all products will probably be gathered in Paris, with inputs from the Copenhagen 
team. Same organization is foreseen with regards of regulatory activities. 
 
As regards general and administrative activities, all activities should be grouped in Paris, 
which will take care of major activities such as HR, Business Development, Strategic 
marketing. 
 
 As a consequence of the Merger and BioAlliance Pharma’s assumption of Topotarget’s 
assets and liabilities, BioAlliance Pharma will acquire a permanent establishment in 
Denmark 
 

(ii) Cost savings and synergies  
 
The Merger as contemplated between BioAlliance Pharma and Topotarget should bring 
four major sources of synergies: 
 

- Scale economies further to grouping the two companies’ general and support 
services; 

- Divest / stop all development of Specialty products pipeline of BioAlliance Pharma; 
- Rationalization of both companies R&D platforms and redistribution of key 

programs within the team; 
- Capitalization on expertise in clinical development to accelerate/optimize 

development costs. 
 

(iii) Accelerate strategic plan implementation 
 

 Leverage development plans 
 
The first goal of the combined entity will be to ensure continuity of the development of the 
current programs Validive®, muco adhesive buccal tablet for the prevention of oral severe 
mucositis in patients undergoing radio chemotherapy for a head and neck cancer, as well as 
Livatag® for the treatment of primary liver cancer on one hand. On the other hand, R&D 
team will start development programs of Beleodaq®, possibly in hepatocellular carcinoma 
and hematologic diseases such as Myelodisplasic syndroms or Acute Myeloide Lymphoma, 
possibly in collaboration with Spectrum R&D team. Indeed, the choice and prioritization will 
depend on the outcome of the discussions with Beleodaq® US licensee, Spectrum 
Pharmaceuticals, and more in-depth evaluation of product interests in these various 
indications, including competition, market potential and development costs. 
   

 Reinforce Business Development activities 
 
Aside of these new development projects for Beleodaq®; the combined entity Business 
Development team will actively pursue and accelerate business development discussions to 
establish global presence through partnering deals on the strategic orphan oncology 
programs (excluding Spectrum territories). 
 
One of the top priorities for this team will be to start discussion with potential Asian 
partners for Livatag®, as indeed, 50% of HCC patients are Asian and especially Chinese 
patients, due to the large incidence of hepatitis viral infection. Establishment of Livatag in 
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Asia, including China will require a bridging development plan including preclinical and 
clinical data, to be handled by a local and specialized partner. 
 

(iv) Strengthened financing capacities 
 
Merging of BioAlliance Pharma and Topotarget will result in the combined entity 
immediately having a varied sale base between revenues from licensees of the Lauriad® 
technological platform (Loramyc®, Sitavig®) and of Beleodaq® in the PTCL indication, which 
will be commercialized by Spectrum pharmaceuticals, under the condition that FDA grants 
the conditional approval, expected in August 2014. 
 
The combined cash and expected milestones from BioAlliance Pharma and Topotarget 
together are € 15.5 million (comprising cash, cash equivalent and current financial assets). 
Upon approval for filing of Beleodaq®, Topotarget has received a USD 10 million milestone 
as well as 1 million Spectrum Pharmaceuticals shares. In addition, the cash level of the 
combined entity could be strengthened by the potential USD 25 million milestone to be 
paid by US licensee Spectrum by November 2014 at the latest in case of Beleodaq® 
conditional approval granted by FDA in early August 2014.  The cash level of the combined 
entity will in any event be impacted by working capital needs by both companies following 
the Merger.  
 
On a longer term perspective: 
 

- First significant milestones from potential licensing deals could be expected on the 
core strategic products, following Validive then Livatag clinical results from 2015;  

- Future milestones from Spectrum could also be received for the next indications of 
Beleodaq® to be developed after the PTCL approval, as per licensing agreement. 

 
(v) Dividend distribution policy 

 
No dividend distribution policy is planned in the short term. 
 

3.5.2. Consequences for Topotarget and its shareholders 
 

3.5.2.1. Issuance and settlement of New Ordinary Shares 
 
As of the Merger Legal Effective Date, the universal transfer of all assets and liabilities of 
Topotarget to BioAlliance Pharma will take place. As of the Merger Legal Effective Date, 
Topotarget will cease to exist and all rights and obligations of Topotarget will be deemed to 
have passed to BioAlliance Pharma in their entirety, without any liquidating proceedings.  
 
The New Ordinary Shares issued in context of the Merger shall represent 34.30 % of 
BioAlliance Pharma's share capital as at the Merger Legal Effective Date.  
 

3.5.2.2. Danish Shareholder Rights  
 
Pursuant to the Danish Companies Act, the shareholders of Topotarget may, subject to 
certain conditions and requirements, (i) request cash compensation from Topotarget if the 
consideration offered for the shares in Topotarget is not fair and reasonable, or (ii) request 
that their shares be redeemed by Topotarget.  
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(i) Right of Redemption 

 
Pursuant to section 286 of the Danish Companies Act, shareholders of Topotarget who 
oppose the Merger at Topotarget's Shareholders Meeting may demand redemption of their 
shares by Topotarget by making a written request to this effect no later than four (4) weeks 
after the date of Topotarget's Shareholders Meeting. Furthermore, if the shareholders have 
been asked to declare before the vote at the general meeting of Topotarget whether they 
wish to exercise the right of redemption, any shareholder wishing to exercise that right 
must make a declaration to that effect at the general meeting in order to retain that right. 
 
Any shareholder of Topotarget so demanding redemption of its shares is referred to herein 
as a “Redemption Shareholder” and all shares owned by the Redemption Shareholders are 
referred to herein as “Redemption Shares”.  All Redemption Shares owned by a 
Redemption Shareholder will – immediately upon Topotarget’s receipt of a written demand 
for redemption and unless such Redemption Shareholder simultaneously agrees in writing 
to transfer all of its Redemption Shares to Topotarget at the Redemption Price – cease to 
be tradable on NASDAQ OMX Copenhagen and will be designated with a separate 
International Securities Identification Number (ISIN). 
 
Redemption Shareholders will not be entitled to receive on the Merger Exchange Date the 
delivery of any New Ordinary Shares.  
 
Instead, on the Merger Exchange Date, BioAlliance Pharma will deliver the Redemption 
Consideration Shares(as defined in Section 3.2.3.2(iv)) as each relevant Redemption 
Shareholder would have been entitled to receive on the Merger Exchange Date if such 
Redemption Shareholder had not exercised its redemption right to a financial institution 
designated by BioAlliance Pharma in lieu of such Redemption Shareholder. 
 
On redemption, the Redemption Shareholders’ Redemption Shares will be redeemed at a 
price corresponding to the value of the Redemption Shares. The board of directors of 
Topotarget has after due consideration determined that the redemption price (the 
“Redemption Price”) for any Redemption Shares in Topotarget will be DKK 3.16 per share 
of each nominally DKK 1.00 corresponding to the volume weighted, average price per share 
of Topotarget during the 4 weeks period immediately preceding the announcement by the 
Companies of their agreement to merge.  
 
In the event that any Redemption Shareholder disagrees with the Redemption Price offered 
by the board of directors of Topotarget, the Redemption Price will be determined by 
valuation experts appointed by the City Court of Copenhagen (in Danish: Københavns 
Byret). The valuation experts' costs must be paid by the relevant Redemption Shareholder 
that requests the valuation, but may be imposed on Topotarget if the valuation differs 
significantly from the Redemption Price offered by Topotarget as stated above and the 
valuation is used in whole or in part for the redemption. Either of Topotarget or the 
relevant Redemption Shareholder may bring the expert valuation before the court. Such 
proceedings must be commenced within three months of receipt of the expert valuation. 
 
The Danish Business Authority cannot issue the certificate as to the completeness of the 
merger steps, unless and until adequate security has been provided by Topotarget for any 
requests for Redemption. The valuation experts appointed by the City Court of Copenhagen 
will determine whether the security provided by Topotarget is adequate. If the valuation 
experts' opinion is brought before the court, this will not delay the Danish Business 
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Authority in issuing the certificate as to the completeness of the merger steps, unless 
otherwise determined by the court. 
 
The Redemption Consideration Shares will be repurchased by BioAlliance Pharma to such 
financial institution designated by BioAlliance Pharma within the framework of a share buy-
back program implemented by BioAlliance Pharma in accordance with the provisions of 
article L. 225-209 of the French Commercial Code. 
 
As mentioned in Section 3.2.1.3 above, it is reminded that the completion of the Merger is 
subject to the approval of the Merger by the shareholders of BioAlliance Pharma at the 
BioAlliance Pharma Shareholders Meeting, including, but not limited to, the 
acknowledgement of the rights of the Topotarget shareholders and their consequences for 
BioAlliance Pharma, in accordance with the requirements of the articles of association of 
BioAlliance Pharma and French law. 
 
It is also reminded that the completion of the Merger is conditional upon the satisfaction of 
the Redemption Shares being less than 14,331,711 of shares (equal to 10% of the total 
outstanding share capital of Topotarget as at the date of the Definitive Merger Plan), 
corresponding to an aggregate maximum amount of DKK 45,288,206.76, where the 
redemption price for any Redemption Shares in Topotarget is DKK 3.16 per share, i.e. circa 
EUR 6 million. 
 
Accordingly, and by reference to the Exchange Ratio, BioAlliance Pharma may potentially 
have to repurchase a maximum number of 1,061,608 Redemption Consideration Shares. 
 
For the avoidance of doubt, the Redemption Shareholders’ entitlement to redemption of 
their Redemption Shares shall be determined and executed in accordance with Section 15.3 
of the Definitive Merger Plan and the relevant provisions of Danish law, and any 
Redemption Shareholders shall not have any right to require delivery of the Redemption 
Consideration Shares issued in lieu of such Shareholder’s Redemption Shares.  Any profit or 
loss realized by BioAlliance Pharma in relation to the repurchase of the Redemption 
Consideration Shares shall be of no consequence to the redemption of the Redemption 
Shares. 
 

(ii) Cash Compensation 
 
Pursuant to Section 285(1) of the Danish Companies Act, the shareholders of Topotarget 
may claim cash compensation from Topotarget if the consideration offered for the shares in 
Topotarget is determined not to be fair and reasonable, and if the shareholders have made 
a reservation to this effect at the general meeting of Topotarget at which the resolution to 
approve the Merger was passed (“Reservation for Cash Compensation”).  
 
Proceedings to claim compensation must be commenced within two (2) weeks after the 
Merger is adopted at both BioAlliance Pharma's Shareholders Meeting and Topotarget's 
Shareholders Meeting, to be held, respectively, on 27 June 2014 and on 30 June 2014 
(“Claim for Cash Compensation”), cf. Section 285(2) of the Danish Companies Act.  
 
It is noted, that the valuation statement in respect of the Definitive Merger Plan prepared 
pursuant to section 276(2) of the Danish Companies Act and attached as Schedule 2 
concludes that the consideration offered for the shares in Topotarget is fair and reasonable. 
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If resolutions to approve the Merger have been adopted at BioAlliance Pharma's 
Shareholders Meeting and Topotarget's Shareholders Meeting, and if a shareholder of 
Topotarget has in this connection made a Reservation for Cash Compensation, the Danish 
Business Authority will not issue the required certificate as to the completeness of the 
merger steps before the two (2) week deadline in Section 285 of the Danish Companies Act, 
unless the valuation expert appointed by Topotarget, with their statement on the Definitive 
Merger Plan pursuant to Section 276 of the Danish Companies Act, conclude that the 
consideration offered for the shares in Topotarget is fair and reasonable, cf. Section 285(3) 
of the Danish Companies Act.   
 
Accordingly, if a shareholder of Topotarget has made a Reservation for Cash Compensation 
and the statement of the valuation expert contains a reservation as to the fairness and 
reasonableness of the merger consideration, the Danish Business Authority will not issue 
the required certificate as to the completeness of the merger steps before the two (2) week 
deadline in Section 285(2) of the Danish Companies Act. Even after expiry of the two (2) 
week deadline, it will not be possible to dissolve Topotarget until Claims for Cash 
Compensation (i) have been settled or adequate security has been provided by Topotarget 
and (ii) the valuation expert appointed by Topotarget has declared that its original 
statement is not adversely affected to any significant extent, cf. Section 289(1), no. 3 of the 
Danish Companies Act. The valuation experts will determine whether the security provided 
by Topotarget is adequate.  
 
If a shareholder of Topotarget has made a Reservation for Cash Compensation and the 
statement of the valuation expert does not contain a reservation as to the reasonableness 
of the share consideration, the Danish Business Authority will issue the certificate as to the 
completeness of the merger steps even before the two (2) week deadline and irrespective 
of any Reservations for Cash Compensation, unless the Danish Business Authority is notified 
of any Claims of Cash Compensation before registration. 
 

3.5.2.3. Warrants of Topotarget 
 
The general meeting of Topotarget has adopted authorizations to the board of directors of 
Topotarget to issue equity warrants to the employees, directors, consultants and advisors 
of Topotarget and Topotarget UK Limited. The board of directors of Topotarget has 
exercised the authorizations to issue equity warrants by issuing equity warrants entitling 
the holders of such equity warrants to subscribe for ordinary shares in Topotarget.  
 
As of the date of the Merger Plan, the total amount of equity warrants issued and 
outstanding entitled the holders thereof to subscribe for up to a total of 6,580,888 new 
ordinary shares in Topotarget of each DKK 1.  
 
Prior to the date of the Definitive Merger Plan, the board of directors of Topotarget has 
resolved and conducted an acceleration of the vesting and exercise of all equity warrants 
issued by Topotarget and has thereby allowed the holders of all equity warrants (including 
any warrants not yet vested) to exercise their warrants for a period of two weeks 
commencing on 6 May 2014 and ending on 20 May 2014 (included) (the “Topotarget 
Warrant Exercise”), such accelerated vesting and exercise being conditional upon the 
approval of the Merger by the general meetings of BioAlliance Pharma and Topotarget (the 
“Warrant Exercise Condition”). 
 
As of the date of registration of this Document E, the warrant holders of Topotarget have 
exercised a total of 2,473,998 equity warrants (in the aggregate) and have paid the 
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subscription amounts pertaining to such equity warrants to Nordea as escrow agent (the 
“Escrow Bank”). 
 
Accordingly,  
 
(A) pending completion of the Warrant Exercise Condition, the subscription amounts 

paid by the respective warrant holders having given notice of exercise of their equity 
warrants and having paid their subscription amounts to the Escrow Bank will be held 
in escrow by the Escrow Bank, and  

(B) upon completion of the Warrant Exercise Condition, the warrants shall be deemed to 
have been unconditionally exercised and the subscription amounts shall be released 
by the Escrow Bank to Topotarget, and  

(C) in the event that the Warrant Exercise Condition has not been completed on or 
before 31 August 2014, the accelerated vesting of any unexercised equity warrants 
and the accelerated exercise by the warrant holders of equity warrants during the 
period stipulated by the board of directors of Topotarget shall be deemed to be null 
and void and all equity warrants issued by Topotarget and outstanding as of the date 
of the Definitive Merger Plan shall remain outstanding, unexercised and otherwise 
unaffected by the terms of the Definitive Merger Plan and any action taken in 
accordance herewith and in such case the Escrow Bank shall repay to the relevant 
warrant holders all amounts paid by them to the Escrow Bank together with interest 
accrued, and 

(D) upon completion of the Warrant Exercise Condition, the articles of association of 
Topotarget will be amended to reflect (a) the increase of the share capital of 
Topotarget resulting from the exercise of the equity warrants and (b) the cancellation 
of all equity warrants in Topotarget which remain unexercised as of the date of the 
Definitive Merger Plan, and  

(E) immediately following the satisfaction of the Warrant Exercise Condition (and in any 
event prior to the registration of the Merger) the board of directors of Topotarget 
will procure the registration with the Danish Business Authority of (i) the exercise of 
the equity warrants, (ii) the issuance of new shares in Topotarget in exchange for 
such exercised equity warrants and (iii) the cancellation of all equity warrants in 
Topotarget which remain unexercised as of the date of the Definitive Merger Plan. 

 
Upon completion of the Warrant Exercise Condition, any equity warrants in Topotarget 
which remain unexercised as of the date of the Definitive Merger Plan shall become null 
and void without further notice or compensation. 
 
The Topotarget Warrant Exercise is described in further detail in the Definitive Merger Plan 
attached herein as Schedule 1. 
 
Except for the equity warrants mentioned above, Topotarget has not issued any other 
equity securities outstanding as of the date of this Document E, which would confer 
entitlement, through conversion, exchange, repayment, or exercise of a security or in any 
way whatsoever, to the allocation at any time or in the long term of securities, which are or 
shall be issued to this effect to represent a percentage of the capital or of voting rights of 
Topotarget. 
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3.6. Post-merger events 

 
BioAlliance Pharma expects the following news flow in the 6 months following the merger: 
 

- Preliminary results of the phase II clinical trial with Validive® assessing the efficacy 
of Validive® in prevention of severe oral mucositis in patients treated by 
chemo/radiation-therapy for a head-and-neck cancer, and 
 

- 5th meeting of the Data Safety Monitoring Board (DSMB) relating to the phase III 
trial with Livatag® in primary liver cancer. 

 
Topotarget has submitted a New Drug Application (NDA) for belinostat for the treatment of 
peripheral T-cell lymphoma (PTCL) for which the US Food and Drug Administration (FDA) 
has granted Acceptance to File. The potential approval of the NDA is expected by August 9, 
2014 upon which Topotarget is eligible to receive a cash milestone payment of USD 25 
million from US partner Spectrum Pharmaceuticals by November 2014 at the latest. 
 
 

4. PRESENTATION OF THE TRANSFEREE COMPANY: BIOALLIANCE PHARMA 
 
This Document E incorporates by reference the registration documents of BioAlliance 
Pharma for financial years closed on 31 December 2013, 2012 and 2011, which have been 
filed with the AMF. 
 
These registration documents are made available, free of charge, in French and in English 
(non-official translation, for information purposes only), on the website of BioAlliance 
Pharma (www.bioalliancepharma.com) and, in French, on the website of the AMF 
(www.amf-france.org). 
 

4.1. Recent events 
 
2013 and early 2014 have seen decisive progress in terms of the growth of BioAlliance 
Pharma with major advancements for the two key assets of the orphan products in the 
oncology portfolio, Livatag® and Validive®. These two products enjoy significant market 
potential and will generate the major share of value creation over the coming years. The 
Company has also successfully registered Sitavig® in the United States making this product, 
after Loramyc®/Oravig®, the second to be registered by BioAlliance Pharma in this key 
market within the space of three years, thereby demonstrating the unique expertise of the 
research and development teams. 
 
Orphan Oncology pipeline:  
 

 PHASE 1 PHASE 2 PHASE 3 REGISTRATION LAUNCH 

LIVATAG® HCC 
Primary liver cancer 

 
    

VALIDIVE® 
Oral mucositis 

 
    

 

http://www.bioalliancepharma.com/
http://www.amf-france.org/
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Specialty products – Registered:   
 

 PHASE 1 PHASE 2 PHASE 3 REGISTRATION COMMERCIAL STAGE 

Loramyc/ Oravig® 
Oral candidiasis      

SITAVIG® 
Herpes Labial      

 
Exploratory programs: 
   

 PRECLINICAL        PHASE 1 PHASE 2 PHASE 3 REGISTRATION 

Fluriad 
Flu vaccine with  
Lauriad formulation  

 

    

 
The significant events during 2013 and early 2014 are as follows: 
 

 International extension of the "ReLive" Phase III trial with Livatag® (doxorubicine 
Transdrug™) with a very high rate of patient recruitment in over twenty centers 
across France. Authorization from the regulatory authorities to conduct the trial in 
the United States and in 7 other countries in Europe. Confirmation at this stage of 
the product's good tolerance profile by the Committee of Independent Experts 
responsible for monitoring tolerance. 

 
 Active pursuit of the Phase II trial with Validive® (clonidine Lauriad®) in the United 

States and Europe. The Company anticipates recruitment of the final patient in Q2 
2014 and announcement of preliminary results during the second half of the year. 

 
 Registration of Sitavig® in the United States by the Food and Drug Administration 

and in France and Germany by the national health authorities for the treatment of 
recurrent herpes labialis. 

 
 Successful capital increase of 8.4 million euros, oversubscribed by 155%, notably 

earmarked to complete the Phase II study with Validive®.  
 

4.1.1. Livatag® (doxorubicine Transdrug™): strong progress in the Phase III clinical trial and receipt 
of Fast Track Designation from the FDA for the treatment of primary liver cancer. 
 
Livatag® is a nanoparticle formulated treatment studied in patients with advanced 
hepatocellular carcinoma. This pathology, also called primary liver cancer, is an aggressive 
and resistant cancer and the third highest cause of mortality through cancer worldwide, for 
which there are few alternative therapies and accordingly represents a significant medical 
need. 
 
The international randomized Phase III trial is designed to demonstrate the efficacy of 
Livatag® on the survival rate of nearly 400 patients suffering from hepatocellular carcinoma 
after failure to respond or intolerance to sorafenib. Some twenty centers have been 
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opened in France. The roll-out in Europe of the trial in 2013 took in 7 other countries 
(Germany, Spain, Italy, Russia, Hungary, Austria and Belgium). Having reviewed the 
development plan for Livatag®, in December 2013 the FDA gave its approval to conduct the 
trial in the United States. 
 
As of the date of this report, over 100 patients have been recruited. The extension of the 
trial in the United States and Europe should enable recruitment to be accelerated in 2014. 
Recruitment is anticipated to have been completed in 2015 with preliminary results in 
2016. BioAlliance is running this development internally, with external service provider 
from well established international CRO in charge of the sites monitoring on a continuous 
basis in Europe and in the US. 
 
A committee of independent European experts (Data Safety and Monitoring Board, DSMB), 
chaired by Professor Michel Beaugrand, is monitoring the trial. Such committees are usually 
set up for pivotal Phase III clinical trials in order to ensure patient safety and the integrity of 
the study process and to recommend any protocol amendments. Since the effective 
commencement of the trial, the independent committee of experts has met on three 
occasions and has unanimously recommended continuation of the trial without 
amendment. 
 
In early 2014, the issue of a new family of patents protecting the specific administration 
protocol of Livatag® strengthens and extends the protection of the product until 2032, 
during which period no generic product may be marketed. 
 
Livatag® enjoys the status of orphan drug in Europe and the United States, enabling the 
product's development plan to be optimized in terms of cost and duration and also to 
strengthen its protection (market exclusivity). The product's sales potential is estimated at 
800 million euros worldwide. 
 
In a press release published on 19 May 2014, BioAlliance Pharma announced that it had 
obtained the Fast Track Designation for Livatag®. The Fast Track procedure is designed to 
expedite the development time and review period for drugs investigated as treatments for 
serious or life-threatening diseases with a high unmet medical need. This designation will 
therefore allow the company to benefit from facilitated interactions with the FDA and 
reduced review periods, notably in the framework of the “priority review” which allows 
shortening this period from 10 to 6 months. 
 

4.1.2. Validive® (clonidine Lauriad®): international Phase II clinical trial into the prevention and 
treatment of severe oral mucositis 
 
Validive® (clonidine Lauriad®) is a treatment based on the Lauriad® mucoadhesive 
technology designed to prevent and treat severe oral mucositis, an inflammation of the 
mucous membrane frequently affecting patients suffering from an ENT cancer treated with 
radiotherapy and chemotherapy. 
 
The international double-blind placebo-controlled Phase II trial is underway in Europe and 
the United States. As of the date of this report, nearly 95% of the patients planned for the 
trial have been recruited. Recruitment is due to be completed in the first half of 2014 and 
results are expected during the second half of the year. 
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Bioalliance Pharma has fully performed the ongoing phase II, again using an international 
CRO to monitor the clinical sites on a continuous basis, implemented in various European 
countries as well as US. 
 
In January 2014, Validive® received "fast-track" status from the Food and Drug 
Administration (FDA) enabling accelerated continuous review by the US agency in 
recognition of the severity of the treated pathology and the major need for suitable 
treatments. 
 
In September 2013, a European and American Committee of Experts, recognized 
internationally in the field of oral mucositis, oral medicine, oncology and radiotherapy, was 
set up to focus on oral mucositis and the associated clinical developments based around 
Validive®. Its purpose is to offer its expertise and recommendations regarding the 
development strategy for Validive® and its medical positioning in oral mucositis. 
 
Validive® enjoys the status of orphan drug in Europe, enabling the product's development 
plan to be optimized in terms of cost and duration and also to strengthen its protection 
(market exclusivity). The product's sales potential is estimated between 200 and 400 million 
euros worldwide. 
 

4.1.3. Sitavig®, second product registered in Europe and the United States 
 
Sitavig® (acyclovir Lauriad®), a second product developed by BioAlliance Pharma using 
Lauriad® technology, is designed to treat recurrent herpes labialis. 
 
In Europe, BioAlliance Pharma has obtained registration of Sitavig® in eight countries as of 
the end of 2012 (Sweden, United Kingdom, Spain, Italy, Denmark, Finland, Norway and 
Poland) followed by France and Germany in early 2014. In the United States, BioAlliance 
Pharma received marketing authorization from the Food and Drug Administration (FDA) in 
April 2013, thereby providing access for the drug to world's largest market. After 
Loramyc®/Oravig®, Sitavig® is the second product developed by BioAlliance Pharma to have 
been successfully registered in Europe and the United States, demonstrating the expertise 
and know-how of the R&D teams. Since this success, BioAlliance Pharma has mobilized its 
business development resources in order to find a suitable partner for the 
commercialization of the product in this key market as quickly as possible. 
 

4.1.4. International partnerships 
 
BioAlliance has announced in March 2014 the signature of a licensing agreement with 
Innocutis Holding LLC to commercialize Sitavig® in North America. Under this agreement, 
BioAlliance Pharma is eligible to receive a total of USD5 million in upfront and milestones 
payments. The agreement also includes double-digit royalties which should represent 
significant downstream revenues. In addition, Innocutis shall fund a major portion of the 
pediatric clinical study required by the FDA, as well as U.S. regulatory taxes. 
 
Within the context of the licensing contract signed in May 2011 with its partner Sosei for 
Loramyc® in Japan, in March 2013 BioAlliance Pharma announced the start of the Loramyc® 
Phase III clinical trial into the treatment of oropharyngeal candidiasis. In anticipation of the 
future marketing of the product, in February 2014 Sosei signed a partnership agreement 
with the Fujifilm group. 
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Furthermore, after the signing of a licensing agreement announced on 24 September 2012 
between BioAlliance Pharma and Vestiq Pharmaceuticals for the marketing of Oravig® in 
the United States, the Vestiq marketing teams began promoting the product with American 
prescribing physicians at the beginning of January 2013. After one year of marketing, the 
sales performance for Oravig® is not meeting the expectations and the company has 
decided to regain its commercial right and the NDA. Consequently, BioAlliance Pharma will 
seek another commercial partner for Oravig® in the US.  
 
On 2 April 2014, BioAlliance Pharma announced the signature of an exclusive supply and 
license agreement for Sitavig® (Acyclovir Lauriad®) with Daewoong Pharmaceutical Co., Ltd. 
for commercialization rights in South Korea. Moreover, Daewoong will be in charge to 
register Sitavig® in South Korea. Under this agreement, BioAlliance Pharma is eligible to 
receive significant upfront and milestones payments. The agreement also includes a 
double-digit royalty rate which should represent high downstream revenues. Daewoong 
Pharmaceutical Co., Ltd. is an international drug manufacturing and distribution company 
headquartered in Seoul, and it also holds its presence over major Asian markets, including 
China and India. The Company is expert at managing prescription drugs and has been 
ranking first on this market for many years in Korea. 
 

4.1.5. Funding of BioAlliance Pharma and new collaborative projects 
 

 Capital increases 
 
In July 2013, BioAlliance Pharma successfully completed a capital increase with 
maintenance of the preferential subscription right, notably with a view to funding the 
international clinical development of Validive® and Livatag®. This financing operation 
received the support of BioAlliance Pharma's two largest shareholders, Financière de la 
Montagne and Idinvest, who committed to subscribing to up to 63% of the total operation 
amount, namely 5 million Euros. The net amount realized was 8.4 million euros after 
exercise of the extension clause in its entirety, the operation being oversubscribed at 155%. 
A total of 2,496,960 new shares were created, increasing equity from €4,539,928.75 to 
€5,164,168.75. 
  
Following the capital increase, the equity holdings of Financière de la Montagne and 
Idinvest stood at 13.6% and 5.2% respectively. 
 
At the end of January 2013, BioAlliance Pharma agreed a PACEO® equity line financing 
facility with Société Générale to provide periodic support for the acceleration of its 
development projects. This flexible tool enables the bank to subscribe, at the request of 
BioAlliance Pharma, to successive capital increases by maximum tranches of 400,000 shares 
over a 24-month period, up to a maximum of 1,765,000 shares (i.e. 9.9% of share capital at 
the end of 2012). In 2013, BioAlliance Pharma made two single drawdown totalling 500,000 
shares, with net proceeds of 2.2 million Euros. 
 

 Grants 
 
On 3 July 2013, BioAlliance Pharma announced that it had obtained funding from 
BPIFRANCE of nearly €9m, of which €4.3m was granted directly under the ISI (Industrial 
Strategic Innovation) scheme, enabling it to accelerate the industrial development of 
Livatag®. This funding supports the establishment of the NICE (Nano Innovation for Cancer) 
consortium, the objective of which is to establish the first nanomedicine sector in France, 
notably focusing on the characterization and industrialization of specific nanomedicine 
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manufacturing processes. BioAlliance Pharma is the lead member of the consortium which 
includes 5 partner companies possessing unique know-how in the field of nanomedicine. 
Livatag®, doxorubicine nanoparticulate in Phase III in the treatment of primary liver cancer, 
will fully benefit from this expertise and the funding platform provided by BPIFRANCE will 
enable its development to be accelerated, especially in manufacturing terms. 
 

4.2. Risk factors 
 
Risk factors relating to BioAlliance Pharma and its business are described in the Registration 
Document and in the Annual Financial Report as of 31 December 2013, these documents 
being incorporated by reference in this Document E. 
 
The risks that are specific to Topotarget or its business sector are described in Section 6 of 
this Document E. 
 
In particular, regarding the liquidity risk and the update of the information related to this 
risk, BioAlliance Pharma, as a standalone company, considers that it is not facing a 
particular liquidity risk over the coming 12 months, given the firm financing commitments 
received in an aggregate amount of 10 million Euros.  
 
In addition to these risk factors, the following risk factors relating to the Merger should also 
be taken into account. 
 

4.2.1. Risks attached to the registration of the Merger both in Denmark and France 
 
The Merger is a cross-border merger. Therefore, even though this Merger is largely 
governed by the European Directive 2005/56/EC dated 26 October 2005, merging entities 
shall also comply with specific requirements provided by Danish and French laws and 
regulations in order for the Merger to be completed. These dual-track requirements may 
result in a delay in the completion of the Merger. 
 

4.2.2. The Merger is subject to conditions precedent 
 
As at the date hereof, it is not possible to ascertain the certainty of the Merger, such 
Merger being subject to the satisfaction of a certain number of Conditions Precedent listed 
in Section 3.2.1.3 above, some of which may not be legally waived by Topotarget and/or 
BioAlliance Pharma. 
 

4.2.3. Variation of stock market price 
 
The number of the combined entity shares issued in the context of the Merger will not vary 
according to the market price of the BioAlliance Pharma shares. 
 
The consideration for the Merger includes a pre-determined number of the combined 
entity shares which may not be adjusted. 
 
The New Ordinary Shares will following the Merger Legal Effective Date be tradable on both 
Euronext Paris and NASDAQ OMX Copenhagen (subject to approval of the admission 
request). When shares are listed on more than one exchange, the action of investors may 
result in trading in the shares migrating from one of the markets where the shares are 
listed (either Euronext Paris or NASDAQ OMX Copenhagen) to the other market. Therefore 
there is no guarantee that the BioAlliance Pharma shares will be traded with satisfactory 
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liquidity on both markets which can have an effect on the efficiency of the pricing of the 
shares on the respective markets. 
 
Furthermore the price of BioAlliance Pharma’s share on Euronext Paris and NASDAQ OMX 
Copenhagen, respectively, will ultimately be determined by supply and demand for the 
share on the respective stock exchange, hence the price of the BioAlliance Pharma stock 
can from time to time trade at inconsistent levels (adjusted for FX) on Euronext Paris and 
NASDAQ OMX Copenhagen (subject to approval of the admission request), respectively. 
 

4.2.4. Topotarget may become subject to appraisal proceedings in relation to the procedures of 
Cash Compensation and Redemption of shares 
 

4.2.4.1. Cash Compensation  
 
Pursuant to Section 285(1) of the Danish Companies Act, the shareholders of Topotarget 
may claim cash compensation from Topotarget if the consideration offered for the shares in 
Topotarget is deemed not to be fair and reasonable, and if the shareholders have made a 
reservation to this effect at the general meeting at which the resolution to approve the 
Merger was passed. Reference is made to sec. 3.5.2.2(ii) above. Legal proceedings to claim 
compensation must be commenced by the relevant shareholder within two (2) weeks after 
the Merger is adopted by both BioAlliance Pharma's Shareholders Meeting and 
Topotarget's Shareholders Meeting. 
 
If such proceedings in relation to the Cash Compensation were brought and were 
successful, the relevant Topotarget shareholders would be entitled to a cash payment to 
reflect the court’s assessment of the so determined higher value of the Topotarget shares. 
 

4.2.4.2. Redemption of shares 
 
Pursuant to sec. 286 of the Danish Companies Act, shareholders in Topotarget who oppose 
the Merger at the general meeting of Topotarget may demand redemption of their shares 
by Topotarget by making a written request to this effect no later than four weeks after the 
date of the general meeting. Furthermore, if the shareholders have been asked to declare 
before the vote at the general meeting of Topotarget whether they wish to exercise the 
right of redemption, any shareholder wishing to exercise that right must make a declaration 
to that effect at the general meeting in order to retain that right. 
 
On redemption, the Redemption Shareholders’ Redemption Shares will be redeemed at a 
price corresponding to the value of the Redemption Shares. The board of directors of 
Topotarget has after due consideration determined that the redemption price for any 
Redemption Shares in Topotarget will be DKK 3.16 per share of each nominally DKK 1.00 
corresponding to the volume weighted, average price per share of Topotarget during the 4 
weeks period immediately preceding the announcement by the Companies of their 
agreement to merge. In the event that any Redemption Shareholder disagrees with the 
redemption price offered by the board of directors of Topotarget, the redemption price will 
be determined by valuation experts appointed by the City Court of Copenhagen (in Danish: 
Københavns Byret). Either of Topotarget or the relevant Redemption Shareholder may bring 
the expert opinion before the court. Such proceedings must be commenced within three 
months of receipt of the expert opinion.  
 
If such the determination of the redemption price by the valuation experts or by the court 
were determined in favor of the Redemption Shareholder (and – hence – higher than the 
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redemption price offered by Topotarget), the relevant the Redemption Shareholder as well 
as any other Redemption Shareholders would be entitled to redemption of their 
Redemption Shares based on the so determined higher redemption price. 
 

4.2.5. Risks relating to provisions on a change in control or the transfer of certain agreements 
concluded by Topotarget and/or BioAlliance Pharma 
 
Each of BioAlliance Pharma and Topotarget may, in the course of its normal operating 
activity, have entered into agreements containing change of control clauses or clauses on 
the transfer of contracts requiring that authorizations be obtained from the co-contracting 
party. The Merger could potentially render immediately payable amounts owed by 
BioAlliance Pharma or Topotarget, respectively, or authorize its co-contracting party to 
terminate or require amendments to the contract. 
 
The immediate collectability of certain amounts owed could have an adverse impact on the 
results and financial position the combined entity. Furthermore, Topotarget or BioAlliance 
Pharma might not be successful in obtaining the consent of the co-contracting party or be 
required in connection with obtaining these authorizations for transferring the contract, to 
renegotiate terms that might be less favorable than those previously concluded. 
 
If one or more of these risks were realized, it could have a material impact on the new 
merged group's business, results of operations, financial position, and prospects. 
 

4.2.6. Risks relating to the integration of the activities of the two companies, costs relating to this 
integration and achieving synergies 
 
The success of the Merger will be achieved as much through the preparation of the 
proposed Merger as through the integration process that will follow its legal completion. 
Two key points will be the capacity of the new merged group to achieve synergies and 
integrate their respective cultures. 
 
Achieving synergies will not be automatic. The new combined entity may not have 
implemented the tools and organization allowing it to identify the best practices of 
Topotarget and BioAlliance Pharma. 
 
Furthermore, a certain degree of operating integration is necessary for achieving cost 
reductions though it cannot be excluded that such integration could also result in a 
destruction of certain value and expertise necessary for its competitiveness. In effect, the 
combined entity may not have, or sufficiently, evaluated or developed the compatibility of 
the organizations, the degree of transformation they will be able to support as well as the 
execution of processes. It may be difficult to reconcile the operating requirements and the 
strategic vision of the new entity. 
 
If one or more of these risks were realized, it could have a material impact on the new 
merged group's business, results of operations, financial position, and prospects. 
 

4.2.7. Risks relating to the need to retain management and key personnel following the Merger 
 
The success of the new group formed from the Merger will in large part depend on its 
capacity to retain the management and key personnel of the two companies and their 
subsidiaries. The inability of the combined entity to keep, attract and retain such key staff 
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could prevent it from achieving its overall objectives and therefore have a material impact 
on its business, results of operations, financial position, and prospects. 
 

4.2.8. The value of BioAlliance Pharma and Topotarget and then of the combined entity shares 
are likely to fluctuate 
 
Pursuant to the announcement of the proposed Merger, the market price and liquidity of 
BioAlliance Pharma and Topotarget shares may fluctuate significantly in response to 
different factors and events, among which are included the risk factors described in the 
Registration Document, the Annual Financial Report of BioAlliance Pharma, the Annual 
Financial Report of Topotarget. 
 
Moreover, it should also be noted that financial markets have experienced significant 
fluctuations in recent years often unrelated to the results of the companies whose shares 
are traded. As the Exchange Ratio has been set, the number of shares that Topotarget 
shareholders will receive within the framework of this Merger will not change. No 
adjustment will be made to the Exchange Ratio in the event of fluctuations in the price of 
BioAlliance Pharma or Topotarget shares. 
  

4.3. Statement on net working capital 
 

4.3.1. BioAlliance Pharma standalone 
 
BioAlliance Pharma has sufficient working capital for its present requirements, i.e. to cover 
the cash needs of the company over the full 12-months period following the registration of 
the present Document E. 
 

4.3.2. BioAlliance Pharma and Topotarget combined 
 
Upon registration of its lead product Beleodaq, due in August 2014, the combined entity is 
due to receive a milestone of USD 25 million from its US partner Spectrum Pharmaceuticals. 
Including this receipt, the combined entity has sufficient working capital for its present 
requirements, including the maximum requirements relating to the completion of the 
Merger, i.e. to cover the cash needs of the combined entity over the full 12-months period 
following the registration of the present Document E. 
 
Excluding the USD 25 million milestone payment from Spectrum Pharmaceuticals, the 
combined entity does not have sufficient working capital for its present requirements. In 
that configuration, the cash shortfall to cover the full 12-months period following the 
registration of the present Document E amounts to € 5 million and the combined entity will 
consume its cash by March 2015. This amount takes into account the maximum 
requirements payable by the company in relation to the completion of the Merger and 
notably the maximum amount potentially due as regards to the redemption right of 
Topotarget shareholders (circa EUR 6 million). If necessary, the financing of this cash 
shortfall could, if need be and notably if market conditions allow it, be funded through 
drawdown from the existing equity line (PACEO) currently in place, and active research of 
complementary financings. 
 

4.4. Capitalization and indebtedness 
 
In compliance with the recommendations of the ESMA (European Securities and Markets 
Authority) (ESMA/2013/319), the following table presents the situation of consolidated 
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indebtedness and equity of BioAlliance Pharma, excluding earnings for the period, at 
28 February 2014: 

 

 
 

 
 

This analysis of the net debt position reflects the situation of BioAlliance Pharma alone, and 
therefore does not include the debt of Topotarget, or the effects of the Merger. 
 

Shareholder’s equity and indebtedness At 28th february 2014

(€ thousands) 

Guaranteed 0 

Secured 0 

Unguaranteed / Unsecured 82 

Total current debt 82 

Guaranteed 0 

Secured 0 

Unguaranteed / Unsecured (*) 3 379 

Total non-current debt (excluding current long-term debt) 3 379 

Share capital 5 171 

Additional paid-in capital 127 806 

Legal reserve 0 

Other reserves 9 

Retained earnings/(accumulated deficit) -125 125 

Shareholders' equity 7 861 

(*) including 2 479 k€ in relation to repayable advances

Analysis of net financial indebtedness (unaudited) At 28th february 2014

(€ thousands)

A. Cash 441 

B. Cash equivalents 9 101 

C. Trading securities 0 

D. Liquidity (A + B + C) 9 542 

E. Current financial receivables 0 

F. Short-term bank debt 0 

G. Short-term portion of the medium and long term debts 0 

H. Other short-term financial debt  82 

I. Short-term current financial debt (F + G + H) 82 

J. Net current financial indebtedness (I -E - D) -9 460 

K. Long-term bank loans 0 

L. Bonds issued 0 

M. Other long-term financial debt (*) 3 379 

N. Total non-current financial debt (K + L + M) 3 379 

O. Net financial debt (J + N) -6 082 

(*) including 2 479 k€ in relation to repayable advances
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4.5. Interests of individuals and legal entities taking part in the Merger 
 
Not applicable. 
 

4.6. Expenses related to the Merger 
 
Total expenses related to the Merger (in particular bank consultancy commissions and fees 
for attorneys, independent experts and auditors) are estimated at € 6.5 million. Of these 
expenses, € 4.5 million will be incurred by BioAlliance Pharma and € 2 million by 
Topotarget. 
 

4.7. Dilution 
 
The consequences in terms of dilution of the Merger are presented above in section 3.5.1 
of this Document. 
 

4.8. Additional information (statutory auditors reports and independent experts) 
 
Please refer to section 3.2.2.2 (Merger independent experts). 
 

4.9. Summary of the delegations to the board of directors relating to operations on the share 
capital 
 
[Table next page] 
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Shareholders’ meeting of 

8 April 2014 

Propositions submitted to the 
shareholders’ meeting of 30 June 2014 
(Applicable post-merger depriving the 

previous delegations of effect) 

 Term Maximum Term Maximum 

Delegation of authority to the Board of directors with a view to 
increasing the share capital, with immediate or deferred 
effect, through the issuance of ordinary shares or any other 
security giving access to the share capital, with shareholders’ 
preferred subscription right attached 

26 months 
8 June 2016 

Nominal 
€1,551,224.40 

(6,204,898 actions) 
i.e. approx. 30% of 
the share capital as 

of 31/12/2013 

26 months 
30 August 2016 

Nominal 
€2,361,175.02 

(9,444,700 actions) 
i.e. approx. 30% of 
the share capital 

post-merger 

Delegation of authority to the Board of directors with a view to 
increasing the share capital, with immediate or deferred 
effect, through a an offer as referred to in section II of article 
L.411-2 of the Financial and monetary code, to the benefit of 
qualified investors or a restricted number of investors 

26 months 
8 June 2016 

Nominal 
€1,034,149.60 

(4,136,598 actions) 
limited to 20% of the 

share capital per 
period of 12 months 

26 months 
30 August 2016 

Nominal 
€1,574,116.68 

(6,296,467 shares) 
limited to 20% of the 

share capital per 
period of 12 months 

Delegation of authority to the Board of directors, upon 
issuance of shares or any other security giving access to the 
share capital, without shareholders’ preferred subscription 
right attached, to set the subscription price 

/ 
10% of the share 

capital per period of 
12 months 

/ 
10% of the share 

capital per period of 
12 months 

Delegation of authority to the Board of directors with a view to 
increasing the amount of each issuance, whether with or 
without shareholders’ preferred subscription right attached 

26 months 
8 June 2016 

15% of the initial 
issue 

26 months 
30 August 2016 

15% of the initial 
issue 

Delegation of authority to the Board of directors with a view to 
increasing the share capital in order to compensate 
contributions in kind or securities giving access to the share 

26 months 
8 June 2016 

10% of the share 
capital 

26 months 
30 August 2016 

10% of the share 
capital 
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Shareholders’ meeting of 

8 April 2014 

Propositions submitted to the 
shareholders’ meeting of 30 June 2014 
(Applicable post-merger depriving the 

previous delegations of effect) 

 Term Maximum Term Maximum 

capital of third party companies, outside the context of a 
tender offer 

Determination of the aggregate amount of the delegations 
granted under resolutions above 

/ 
Nominal 

1,551,224.40 € 
/ 

Nominal 
2,361,175.02 € 

Delegation of authority to the Board of directors with a view to 
granting stock options 

18 months 
8 October 2015 

206,800 options 
giving access to 
206,800 shares 

(nominal €51,700) 
soit environ 1% du 

capital au 
31/12/2013 

18 months 
30 December 2015 

314,800 options 
giving access to 
314,800 shares 

(nominal €78,700) 
soit environ 1% du 
capital post-fusion 

Delegation of authority to the Board of directors with a view to 
granting existing or new free shares 

18 months 
8 October 2015 

206,800 free shares 
giving access to 
206,800 shares 

(nominal €51,700) 
i.e. approx. 1% of the 

share capital as of 
31/12/2013 

18 months 
30 December 2015 

314,800 free shares 
giving access to 
314,800 shares 

(nominal €78,700) 
i.e. approx. 1% of the 

share capital post-
merger 

Delegation of authority to the Board of directors with a view to 
and granting equity warrants to the benefit of voting and non-
voting members of the Company’s Board of directors as of the 
date of granting, not being employees or officers of the 
Company or its subsidiaries 

18 months 
8 October 2015 

206.800 warrants 
giving access to 
206,800 shares 

(nominal €51,700) 
i.e. approx. 1% of the 

share capital as of 

18 months 
30 December 2015 

314,800 warrants 
giving access to 
314,800 shares 

(nominal €78,700) 
i.e. approx. 1% of the 

share capital post-
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Shareholders’ meeting of 

8 April 2014 

Propositions submitted to the 
shareholders’ meeting of 30 June 2014 
(Applicable post-merger depriving the 

previous delegations of effect) 

 Term Maximum Term Maximum 

31/12/2013 merger 

Cap (number of shares) in relation to the delegations above on 
stock options, free shares and warrants for shares 

/ 

310,000 shares 
i.e. approx. 1.5% of 
the share capital as 

of 31/12/2013 

/ 

472,000 shares 
i.e. approx. 1.5% of 

the share capital 
post-merger 

Authorization to the Company’s Board of directors in relation 
to a share buyback program pursuant to Article L.225-209 et 
seq. of the Commercial Code 

18 months 
8 October 2015 

€1,000,000 (max. €20 
per share) 

18 months 
30 December 2015 

€1,000,000 (max. €20 
per share) 

Specific cap : 
€16,000,000 (max. 

€15 per share) 

Authorization to the Company’s Board of directors in relation 
to share capital reduction through the cancellation of treasury 
shares 

18 months 
8 October 2015 

10% of the share 
capital per period of 

24 months 

18 months 
30 December 2015 

10% of the share 
capital per period of 

24 months 
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5. PRO FORMA FINANCIAL INFORMATION 

 
5.1. Unaudited pro forma financial information 

 
5.1.1. Introductory comments 

 
5.1.1.1. Context of the publication of the pro forma financial information: 

 
On 16 April 2014, the Chief executive officer of BioAlliance Pharma and the authorized legal 
representative of Topotarget executed the Merger Plan and the Merger Agreement 
providing for the absorption of Topotarget by BioAlliance Pharma. On 21 May 2014, the 
Chief executive officer of BioAlliance Pharma and the members of the board of Topotarget 
executed the Definitive Merger Plan. Pursuant to Appendix II of the AMF Instruction no. 
2005-11 dated 13 December 2005, as this transaction involves a change in size of 
BioAlliance Pharma, the accounting acquirer, of more than 25% in terms of total assets as 
well as market capitalization, pro forma financial information must be presented.  
 
This pro forma financial information was prepared in accordance with the provisions of 
Annex II of the European Prospectus Regulation no. 809/2004, “Pro forma financial 
information building block”, the recommendations issued by ESMA (formerly CESR) 
(ESMA/2013/319 of March 20, 2013) and the recommendation no. 2013-08 issued by AMF 
(Autorité des Marché Financiers) on pro-forma financial information. 
 

5.1.1.2. Presented Pro forma financial information 
 
The unaudited condensed combined pro forma balance sheet (hereafter referred to as the 
“Pro Forma Balance Sheet”) was prepared as at 31 December 2013 in thousands of Euros 
and reflects the combination of BioAlliance Pharma and Topotarget using the acquisition 
method as if the Merger of BioAlliance Pharma and Topotarget had been completed on 
31 December 2013. 
 
The unaudited condensed combined pro forma income statements (hereafter referred to as 
the “Pro Forma Income Statements”) for the year ended 31 December 2013 were prepared 
in thousands of Euros and reflect the combination of BioAlliance Pharma and Topotarget 
using the acquisition method as if the Merger of BioAlliance Pharma and Topotarget had 
been completed on 1 January 2013. 
 
Pro forma adjustments are based on available information and a number of assumptions 
considered reasonable by BioAlliance Pharma and Topotarget. 
 
The unaudited combined pro forma financial information (hereafter referred to as the “Pro 
Forma Financial Information”) is presented exclusively for illustrative purposes and does 
not provide for an indication of the results of operating activities or the financial position of 
the combined company that would have been obtained as of and for the period ended on 
31 December 2013 had the Merger been completed at the dates considered. Similarly, it 
does not provide for an indication of the future results of operating activities or financial 
position of the combined company. 
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5.1.2. Presentation of Pro Forma Financial Information as of 31 December 2013 

 
5.1.2.1. Unaudited Pro Forma Balance Sheet as of 31 December 2013 

 

 
 

5.1.2.2. Unaudited Pro Forma Income Statement as at 31 December 2013 
 
[Table next page] 

 

(in thousands of euros) - Net value

BioAlliance 

Pharma

historical

data in pro

forma

presentation

(note 5.1.3.5)

Topotarget

historical

data in pro

forma

presentation

(note 5.1.3.4)

Pro forma

adjustments

(unaudited)

(note 5.1.3.2)

Combined

pro forma

data

(unaudited)

Goodwill 54 998 54 998

Intangible assets 23 30 600 30 622

Tangible assets 908 105 1 013

Financial assets 369 369

Other non-current assets 48 48

NON-CURRENT ASSETS 1 300 30 753 54 998 87 051

Inventories 3 0 3

Trade receivables 338 105 443

Other current assets 4 773 459 5 232

Marketable securities 7 357 (7 357) 0

Cash & cash equivalents 3 972 4 220 (337) 7 855

CURRENT ASSETS 16 443 4 784 (7 694) 13 533

TOTAL ASSETS 17 743 35 537 47 304 100 584

Share capital 5 171 19 211 (16 511) 7 871

Less: treasury shares (59) 0 (59)

Additional paid-in capital 128 044 128 044

Merger premium 84 883 84 883

Reserves (110 398) 18 063 (25 757) (118 092)

Net income/(loss) for the year (15 320) (4 689) 4 689 (15 321)

SHAREHOLDERS' EQUITY 7 438 32 585 47 304 87 326

Provisions 457 457

Other non-current liabilities 3 030 3 030

NON-CURRENT LIABILITIES 3 487 0 0 3 487

Bank borrowings 91 91

Trade payables 4 557 483 5 041

Other current liabilities 2 170 2 469 4 639

CURRENT LIABILITIES 6 818 2 952 0 9 771

TOTAL LIABILITIES & SHAREHOLDERS' EQUITY 17 743 35 537 47 304 100 584
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5.1.3. Notes to the Pro Forma Financial Information 
 

5.1.3.1. Basis of preparation 
 
The Pro forma Financial Information was prepared based on published historical data of 
BioAlliance Pharma and Topotarget, which was subject to a number of restatements and 
presentation reclassifications. All numbers expressed in DKK have been converted into 
Euros using the closing exchange rate as at December 31, 2013 for the balance sheet and 
the 2013 average exchange rate for the income statement of Topotarget. 
 

(i) Underlying financial information 
 
The Pro Forma Financial Information has been prepared on the basis of the following 
financial items: 
 

- The IFRS consolidated financial statements of BioAlliance Pharma as at 
31 December 2013, audited by the joint statutory auditors (Ernst & Young and 
Grant Thornton) and for which an unqualified opinion was issued on 18 March 
2014. These financial statements are presented on pages 100 to 137 of the 
BioAlliance Pharma Registration Document filed with the AMF under reference 
no. D.14-0303 and incorporated by reference in this Document E. 
 

- The IFRS consolidated financial statements of Topotarget as at 31 December 2013, 
audited by the statutory auditor (Deloitte Statsautoriseret Revisionspartnerselskab) 
and for which an unqualified opinion was issued on 27 March 2014. These financial 
statements are presented on pages 21 to 52 of the Topotarget annual financial 
report, available on the company’s website and an extract is presented in section 
6.5 below (“Financial Information”). 

(in thousands of euros) - Net value

BioAlliance 

Pharma

historical

data in pro

forma

presentation

(note 5.1.3.5)

Topotarget

historical

data in pro

forma

presentation

(note 5.1.3.4)

Pro forma

adjustments

(unaudited)

(note 5.1.3.2)

Combined

pro forma

data

(unaudited)

Net sales 1 467 1 118 2 585

Purchases (264) (264)

Personnel costs (5 347) (2 337) (7 684)

External expenses (10 707) (2 946) (13 653)

Taxes other than on income (298) (298)

Depreciation and amortization (233) (250) (483)

Allowances to provisions 65 65

Other operating income 5 5

Other operating expenses (125) (125)

OPERATING INCOME / (LOSS) (15 437) (4 415) 0 (19 852)

Income from cash and cash equivalents 281 76 357

Other financial income 123 123

Financial expenses (287) (350) (637)

FINANCIAL INCOME / (LOSS) 117 (274) 0 (158)

INCOME / (LOSS) BEFORE TAXATION (15 320) (4 689) 0 (20 009)

Income tax expense 0 0 0 0

NET INCOME / (LOSS) (15 320) (4 689) 0 (20 009)
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(ii) Accounting standards 

 
The Pro Forma Financial Information has been prepared to reflect the application of 
measurement and presentation principles consistent in accordance with the IFRS 
accounting standards that will be applied in the next financial statements published by the 
combined entity. For the purposes of the preparation of the Pro Forma Financial 
Information, the Merger has been accounted for in the Pro Forma Financial Information as 
an acquisition of Topotarget by BioAlliance Pharma. This is consistent with the legal 
treatment of the transaction pursuant to which BioAlliance Pharma is the absorbing 
surviving legal entity and will be the company issuing new shares to Topotarget 
shareholders in consideration for the Merger. Pursuant to IFRS 3, BioAlliance Pharma is also 
considered the accounting acquirer given the respective stock market capitalization of 
BioAlliance Pharma and Topotarget on the date of approval of the transaction by the 
Management Boards of the two groups, the Exchange Ratio set out for the contemplated 
Merger and the shareholding structure subsequent to the Merger. 
 
In addition, the presentation of the historical income statements of Topotarget as at for the 
year ended 31 December 2013 has been subject to a restatement in the Pro Forma 
Financial Information. Indeed, up until 31 December 2013, the Topotarget group presented 
its income statement by destination and Topotarget income statement has been 
reclassified by nature for purpose of the pro forma information of the combined company. 
 
From the year ending 31 December 2014, Topotarget will opt for the presentation of its 
income statement by nature of expense, bringing it into line with the presentation adopted 
by BioAlliance Pharma in its financial statements. Sections 5.1.3.3 and 5.1.3.4 of this 
Document draw a comparison between these two presentations. 
 

(iii) Assumptions 
 
Pro forma adjustments in preparing the Pro Forma Income Statements were calculated 
based on the assumption that the Merger was completed on the first day of the financial 
year presented (i.e. 1 January 2013). Pro forma adjustments in preparing the Pro Forma 
Balance Sheet were calculated based on the assumption that the Merger was completed on 
31 December 2013. 
 
The Pro Forma Financial Information is presented exclusively for illustrative purposes and 
does not provide for an indication of the results of operating activities or the financial 
position of the combined company that would have been obtained for the period ending on 
31 December 2013 had the Merger been completed on 1 January 2013. Similarly, it does 
not provide for an indication of the future results of operating activities or financial position 
of the combined company. 
 
All pro forma adjustments that are factually supportable and directly attributable to the 
Merger and could be documented and estimated reliably have been reflected in the pro 
forma balance sheet and income statement. 
 
The Pro Forma Financial Information does not take into account the following: 

 
- any cost savings or other synergies potentially resulting from the Merger; 
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- specific items that could result from restructuring or integration costs potentially 
incurred as a result of the Merger; 
 

- any tax expense or tax income potentially resulting from the new group structure; 
 

- the potential impact resulting from changes in the financial structure of the 
combined company; 
 

- the impact of the sale of certain asset that may be contemplated following the 
Merger; 
 

- the potential exercise by Topotarget shareholders of a Redemption Right: pursuant 
to Danish law, Topotarget shareholders that vote against the Merger at the 
shareholders’ meeting convened to approve the Merger may benefit from a Right 
of Redemption Right of their Topotarget shares. This right is subject to the 
completion of the Merger. In addition, the number of shares held by shareholders 
wishing to exercise this Redemption Right may not represent more than ten (10) % 
of the issued share capital of Topotarget as at the date of the Definitive Merger 
Plan. For the preparation of the Pro Forma Financial Information, it was assumed 
that no shareholders would exercise this right, as the combined group is not in a 
position to assess the decisions of Topotarget shareholders. 

 
In addition to the changes in the presentation of the BioAlliance Pharma income 
statements, certain items were reclassified in the Pro Forma Financial Information prepared 
in accordance with IFRS standards, to take into account certain discrepancies in the 
presentation of the balance sheets and income statements of the two groups and in order 
to comply with the preliminary formats retained for the combined entity. 
 
A preliminary analysis was also launched to identify the pro forma adjustments to be made, 
where applicable, in order to harmonize accounting standards applied to similar 
transactions. BioAlliance Pharma and Topotarget consider that other reclassifications or 
adjustments may prove to be necessary when the combined entity finalizes the format of 
its financial statements and its accounting standards and methods. 
 

(iv) Inter-company transactions 
 
Following completion of the Merger, all transactions between BioAlliance Pharma and 
Topotarget or one of its subsidiaries or companies in which it has holdings will be 
considered as inter-company transactions. To the best of the knowledge of the two 
companies, there are no reciprocal transactions between the companies of the combined 
group prior to 31 December 2013 that could have a material impact on the pro forma 
balance sheet positions or on the pro forma income statement of the combined group. 
 

(v) Determination of preliminary goodwill 
 
For the purposes of preparing this Pro Forma Financial Information, the acquisition price 
was determined using the Exchange Ratio of 2 New Ordinary Shares for 27 shares in 
Topotarget, i.e. circa 0.074. 
 
The pro forma preliminary goodwill resulting from this calculation does not impact the final 
goodwill that will result from the fair market value remeasurement of assets and liabilities 
(purchase accounting), to be performed within a period of 12 months from the Merger 
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Legal Effective Date. Accordingly, the purchase accounting and the resulting pro forma 
adjustments are merely preliminary and were prepared solely for the purposes of preparing 
the Pro Forma Financial Information. In accordance with IFRS 3 Revised, these amounts 
may therefore be subject to subsequent modification to reflect the final fair market values 
determined after the Merger Legal Effective Date. 
 

5.1.3.2. Description of pro forma adjustments to the financial position as at 31 December 2013 
 
One-off items linked with the merger (transaction costs and success fees) are only 
presented in the balance sheet and not in the income statement (as they will not have any 
recurrent/continuing impact on the combined group). 
 

 
 

(i) Recording of the acquisition 
 

 Calculation of the acquisition price 
 
On the Completion Date of the Merger, Topotarget shares will be exchanged at a rate of 2 
BioAlliance Pharma shares for 27 Topotarget shares. 

(in thousands of euros)
Pro forma 

adjustments 

Merger 

recording 

(note i)

Transaction costs 

(note ii)

Success fee to 

the Chairman 

and the CEO

(note iii)

Goodwill 54 998 54 998

Intangible assets 0

Tangible assets 0

Financial assets 0

Other non-current assets 0

NON-CURRENT ASSETS 54 998 54 998 0 0

Inventories 0

Trade receivables 0

Other current assets 0

Marketable securities 0

Cash & cash equivalents (7 694) (6 500) (1 194)

CURRENT ASSETS (7 694) 0 (6 500) (1 194)

TOTAL ASSETS 47 304 54 998 (6 500) (1 194)

Share capital (16 511) (16 511)

Less: treasury shares 0

Additional paid-in capital 0

Merger premium 84 883 84 883

Reserves (25 757) (18 063) (6 500) (1 194)

Net income/(loss) for the year 4 689 4 689

SHAREHOLDERS' EQUITY 47 304 54 998 (6 500) (1 194)

Provisions 0

Other non-current liabilities 0

NON-CURRENT LIABILITIES 0 0 0 0

Bank borrowings 0

Trade payables 0

Other current liabilities 0

CURRENT LIABILITIES 0 0 0 0

TOTAL LIABILITIES & SHAREHOLDERS' EQUITY 47 304 54 998 (6 500) (1 194)
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For the purposes of preparing the Pro Forma Financial Information, the acquisition price 
was estimated based on the number of Topotarget shares outstanding as of the day 
preceding the date of the board of directors meetings of BioAlliance Pharma and 
Topotarget to decide on the Merger, i.e. 20 May 2014, including all in-the-money warrants 
as of that date, the proposed Exchange Ratio and the closing price of the BioAlliance 
Pharma share as of the same day, i.e. € 8.11. The BioAlliance Pharma share price chosen is 
without prejudice to the intrinsic value of the BioAlliance Pharma share or the BioAlliance 
Pharma share value that will serve as a reference on the transaction completion date. 
 
The number of Topotarget shares outstanding and the final value of BioAlliance Pharma 
ordinary shares for the determination of the acquisition cost of Topotarget will be 
determined based on the number of Topotarget shares outstanding and the BioAlliance 
Pharma share price on the Completion Date of the Merger.  
 
For the purposes of the Pro Forma Financial Information, the acquisition price was 
determined as follows: 
 

- Total number of Topotarget shares outstanding: 143,317,114 
 

- Number of Topotarget shares including exercised warrants: 145,791,112 
 

- Maximum number of New Ordinary Shares to be issued based on the Exchange 
Ratio adopted: 10,799,341 

 
- BioAlliance Pharma’s closing share price as of 20 May 2014 (in Euros): 8.11 

 
- Estimated acquisition price (in thousands of Euros): 87,583 

 
 Allocation of the acquisition price 

 
The acquisition price of €87,583 thousand and Topotarget’s shareholders’ equity of €32,585 
thousand as of 31 December 2013 results in a difference of €54,998 thousand. 
  
For the purposes of preparing the Pro Forma Financial Information, the acquisition 
difference calculated above was recorded in full as goodwill based on the consolidated 
financial statements of Topotarget for the year ending 31 December 2013. Subsequent 
modifications are therefore likely to occur, to reflect the fair market value of assets 
acquired and liabilities assumed on the Merger Legal Effective Date. This fair market value 
must be determined within a period of 12 months from the Merger Legal Effective Date. 
Therefore the final purchase accounting may differ significantly from the preliminary 
purchase accounting included in the present Pro Forma Financial Information. 
 
Purchase accounting - Impact of the Merger on the shareholders’ equity: 
 
[Table next page] 
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(ii) Costs related to the Merger 
 
The costs related to the transaction are estimated at an overall amount of € 6,500 
thousand. 
 

(iii) Success fee clause for the chairman of the management board and the chief 
executive officer of Topotarget 

 
Subject to the completion of the Merger, the chairman of the board of Topotarget and the 
chief executive officer of Topotarget have a contractual right each to a success fee equal to 
2% of the amount by which the “take-over value per share” for the entire share capital of 
Topotarget exceeds a share price of DKK 2.55. The remuneration for each cannot exceed 
DKK 15,000,000. 
 
The takeover value shall be the higher of: 
  

- The takeover value derived from multiplying 143,317,114* shares with the 
Topotarget “offer price”. The offer price is defined by converting the BioAlliance 
Pharma SA average share price on the day before announcement of the Merger 
(April 15, 2014) into DKK and divided by 13.5 (the Exchange Ratio being 27:2). 

  
- The takeover value derived from multiplying the number of Topotarget shares at 

completion of the Merger** with the Topotarget “offer price”. The offer price is 
established using the average share price of BioAlliance Pharma and the Exchange 
Ratio (27:2) at the date of completion of the Merger. 

 
*  Shares outstanding as of April 16, 2014. 
**  Shares outstanding 143,317,114 plus the actual number of warrants exercised before the extraordinary 

general meeting (planned for 27 June 2014) and less the number of shares tendered for redemption. 
 
Each of them would then receive a gross amount of €597 thousand calculated according to 
the offer price defined in model 1. 
 

5.1.3.3. Adjustments and reclassifications to Topotarget balance sheet and income statement 
 
There are certain differences between the manner in which BioAlliance Pharma and 
Topotarget present their respective IFRS balance sheets and income statements. Therefore, 
certain items were reclassified in the Topotarget financial statements in order to comply 
with the formats used by BioAlliance. 
 

(in thousands of euros)

Total recording 

of the 

acquisition

Cancellation of 

Topotarget 

shareholders' 

equity

Share capital 

increase - 

merger

Share capital -16 511 -19 211 2 700

Merger premium 84 883 84 883

Reserves -18 063 -18 063

Net income/(loss) for the year 4 689 4 689

Shareholders’ equity 54 998 -32 585 87 583
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(i) Reclassifications in the consolidated balance sheet of Topotarget as of 
31 December 2013 

 

 
 

- The "Acquired research and development project" heading has been reclassified in 
"Intangible assets"; 
 

- The "Other fixtures and fittings, tools and equipment" heading has been reclassified 
in "Tangible assets"; 
 

- The "Other receivables" (non-current assets) heading has been reclassified in 
"Other non-current assets"; 
 

- The "Other receivables, Prepayments, Income tax receivables" heading has been 
reclassified in "Other current assets"; 
 

- The "Share-based payments" heading has been reclassified in "Reserves"; 
 

- The "Retained earnings " heading has been reclassified in "Reserves"; 
 

(in thousands of euros)

Published 

Topotarget 

historical data

(thousands of DKK)

Published 

Topotarget 

historical data

Pro forma 

reclassifications 

(unaudited)

Topotarget 

historical

data in pro forma

presentation 

(unaudited)

Acquired research and development project 228 282 30 600 -30 600 0

Intangible assets 30 600 30 600

Other fixtures and fittings, tools and equipment 784 105 -105 0

Tangible assets 105 105

Other receivables 359 48 -48 0

Other non-current assets 48 48

NON-CURRENT ASSETS 229 425 30 753 0 30 753

Trade receivables 784 105 105

Other receivables 1 884 253 -253 0

Prepayments 291 39 -39 0

Income tax receivables 1 250 168 -168 0

Other current assets 459 459

Cash & Cash equivalents 31 483 4 220 4 220

CURRENT ASSETS 35 692 4 784 0 4 784

TOTAL ASSETS 265 117 35 537 0 35 537

Share capital 143 317 19 211 19 211

Share-based payments 34 495 4 624 -4 624 0

Retained earnings  65 280 8 750 -8 750 0

Reserves 18 063 18 063

Net income/(loss) for the year -4 689 -4 689

TOTAL SHAREHOLDERS' EQUITY 243 092 32 585 0 32 585

Other financial liabilities 15 440 2 070 -2 070 0

Trade payables 3 606 483 483

Other payables 2 979 399 -399 0

Other current liabilities 2 469 2 469

CURRENT LIABILITIES 22 025 2 952 0 2 952

TOTAL LIABILITIES & SHAREHOLDERS' EQUITY 265 117 35 537 0 35 537
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- The "Other financial liabilities" and "Other payables" headings have been 
reclassified in "Other current liabilities". 
 

(ii) Reclassifications in the consolidated income statement of Topotarget for the year 
ended on 31 December 2013 

 
The presentation by estimation of the historical income statement of Topotarget for the 
year ended 31 December 2013 was changed in the pro forma financial information to bring 
it in line with the presentation by nature of expenses adopted by BioAlliance Pharma. 
 
In addition, the research tax credit, which was presented in historical data in “Income tax”, 
is presented as a deduction in “External expenses” in the pro forma financial information. 
 

 
 
(1): production cost relates to external and personnel expenses recharged as services to 
partner Spectrum Pharmaceuticals. 
(2): R&D expenses consist of payroll costs of the R&D teams, services/subcontracting from 
third parties for R&D programs and amortization. These costs are reclassified by nature 
respectively in “personnel costs”, “external expenses” and “depreciation and amortization”. 
(2): Administrative expenses consist of payroll costs of the non R&D teams, general services 
from third parties and amortization. These costs are reclassified by nature respectively in 
“personnel costs”, “external expenses” and “depreciation and amortization”. 
(4): Financial income is made of interest from short-term deposits and foreign exchange 
gains. These costs are reclassified in “income from cash and cash equivalents”. 
(5): Income tax credit is a percentage of third party costs incurred for R&D operations. This 
tax credit is reclassified by nature in “external expenses”. 
 

5.1.3.4. Adjustments and reclassifications to BioAlliance Pharma balance sheet and income 
statement 
 
No Adjustments or reclassifications have been made to BioAlliance Pharma balance sheet 
and income statement for the year ended 31 December 2013. 
 

5.2. Situation of consolidated indebtedness and equity of the combined entity 
 
In compliance with the recommendations of the ESMA (European Securities and Markets 
Authority) (ESMA/2013/319, paragraph 127), the following table presents the situation of 

(in thousands of Euros) 

Published 

Topotarget 

historical data

(thousands of DKK)

Published 

Topotarget 

historical data 

Reclassification 

of production 

costs

(1)

Reclassification 

of Research and 

development 

costs

 (2)

Reclassification 

of 

Administrative 

expenses

(3)

Reclassification 

of Financial 

Income

(4)

Reclassification 

of R&D tax 

credit by nature

(5)

Topotarget 

historical

data in pro 

forma

presentation 

(unaudited)

Revenue (net sales) 8 338 1 118 0 0 0 0 0 1 118

Production costs (1 061) (142) 142 0 0 0 0 0

Research and development costs (23 019) (3 087) 0 3 087 0 0 0 0

Administrative expenses (18 406) (2 468) 0 0 2 468 0 0 0

Personnel costs 0 (73) (1 270) (993) 0 70 (2 267)

External expenses 0 (69) (1 699) (1 342) 0 95 (3 016)

Depreciation and amortization 0 0 (117) (132) 0 0 (250)

CURRENT OPERATING INCOME (LOSS) (34 148) (4 579) 0 (0) 0 0 164 (4 415)

Financial income 565 76 0 0 0 (76) 0 0

Income from cash and cash equivalents 0 0 0 0 76 0 76

Financial expenses (2 610) (350) 0 0 0 0 0 (350)

FINANCIAL INCOME (2 045) (274) 0 0 0 0 0 (274)

INCOME BEFORE TAX (36 193) (4 853) 0 (0) 0 0 164 (4 689)

Income tax 1 225 164 0 0 0 0 (164)

NET INCOME (34 968) (4 689) 0 (0) 0 0 0 (4 689)
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consolidated indebtedness and equity of the combined entity, excluding earnings for the 
period, at 28 February 2014:  

 

 
 

5.3. Statutory auditors’ report on pro forma information 
 
Statutory auditors’ report on pro forma information is attached herein as Schedule 3. 
 
 

Shareholder’s equity and indebtedness
BioAlliance 

Pharma
Topotarget

Merger 

adjustments
Total

(€ thousands) 

Guaranteed 0 

Secured 0 

Unguaranteed / Unsecured, 82 476 558 

Total current debt 82 476 0 558 

Guaranteed 0 

Secured 0 

Unguaranteed / Unsecured (*) 3 379 0 3 379 

Total non-current debt (excluding current long-term debt) 3 379 0 0 3 379 

Share capital 5 171 19 205 -16 511 7 865 

Additional paid-in capital 127 806 84 883 212 689 

Legal reserve 0 

Other reserves 9 9 

Retained earnings/(accumulated deficit) -125 125 13 403 -21 068 -132 790 

Shareholders' equity 7 861 32 608 47 304 87 773 

(*) BioAlliance Pharma: including 2 479 k€ in relation to repayable advances

Analysis of net financial indebtedness (unaudited)
BioAlliance 

Pharma
Topotarget

Merger 

adjustments
Topotarget

(€ thousands)

A. Cash 441 9 946 -7 694 2 693 

B. Cash equivalents 9 101 5 689 14 790 

C. Trading securities 0 

D. Liquidity (A + B + C) 9 542 15 635 -7 694 17 483 

E. Current financial receivables 0 549 549 

F. Short-term bank debt 0 

G. Short-term portion of the medium and long term debts 0 

H. Other short-term financial debt  82 476 558 

I. Short-term current financial debt (F + G + H) 82 476 0 558 

J. Net current financial indebtedness (I -E - D) -9 460 -15 708 7 694 -17 474 

K. Long-term bank loans 0 

L. Bonds issued 0 

M. Other long-term financial debt (*) 3 379 3 379 

N. Total non-current financial debt (K + L + M) 3 379 0 0 3 379 

O. Net financial debt (J + N) -6 082 -15 708 7 694 -14 096 

(*) BioAlliance Pharma: including 2 479 k€ in relation to repayable advances
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6. PRESENTATION OF THE TRANSFEROR COMPANY: TOPOTARGET 
 

6.1. General information 
 

6.1.1. Name and corporate headquarters 
 

6.1.1.1. Name 
 
The legal name of the transferor company is Topotarget A/S. 
 

6.1.1.2. Corporate headquarters 
 
The corporate headquarter of Topotarget is located at Symbion Science Park, Fruebjergvej 
3, 2100 Copenhagen, Denmark. 
 

6.1.2. Date of incorporation and length of life of the company 
 

6.1.2.1. Date of incorporation  
 
Topotarget was formed on October 26, 2000 and Topotarget’s shares were listed on the 
Copenhagen Stock Exchange (now NASDAQ OMX Copenhagen) on June 10, 2005 under the 
securities/ISIN code DK0060003556 and the trading symbol “TOPO”. 
 

6.1.2.2. Length of life of the company 
 
Topotarget is a company that was formed for an unlimited period of time. 
 

6.1.3. Legislation of the transferor company and legal form 
 
Topotarget is a public limited liability company incorporated under the laws of Denmark. 
 

6.1.4. Corporate purpose 
 
The corporate purpose (objects clause) of Topotarget is defined in article 3 of its articles of 
association and is set forth below: 
 

 The object of the company is to develop ideas and preparations for the combating of 
disease medically, to manufacture and sell such preparations or ideas, to own shares 
of companies with the same objects and to perform activities in natural connection 
with these objects. 

 
6.1.5. Registration number 

 
Topotarget is registered in the companies’ register of Denmark under number 25695771. 
 

6.1.6. Management 
 
Topotarget’s management is responsible for managing the day-to-day business. The board 
of directors is responsible for the appointment and removal of members of the 
management. 
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6.1.6.1. Name and functions 
 
(i) Management  

 
Anders Fink Vadsholt was appointed Topotarget’s Chief Executive Officer (“CEO”) in August 
2012 and is registered as such with the Danish Business Authority. Prior to being appointed 
CEO he served as Topotarget’s Chief Financial Officer (“CFO”) since April 2010. After being 
appointed CEO, Anders Fink Vadsholt has maintained his responsibilities as CFO. Anders 
Fink Vadsholt is currently the only member of management. 
 

(ii) Board of directors 
 
The board of directors is entrusted with the ultimate responsibility for Topotarget and the 
supervision of management. The board of directors determines Topotarget’s policies in 
relation to business strategy, organisation, accounting and finance and appoints the 
management. The Articles of Association provide that all board members are elected by the 
general meeting for terms of one year and shall retire when they attain the age of 70. 
Board members may be reelected for successive terms. 
 
The following persons are currently members of the board of directors (all are elected by 
the shareholders of Topotarget): 
 
Bo Jesper Hansen (chair) has been a member of the board of directors since 2009. He has 
been Chairman of the board of directors since 2010. 
 
Anker Lundemose has been a member of the board of directors since 2010. 
 
Gisela Schwab has been a member of the board of directors since 2011. 
 
Ingelise Saunders has been a member of the board of directors since 2004. 
 
Jeffrey H. Buchalter has been a member of the board of directors since 2006. 
 
Karsten Witt has been a member of the board of directors since 2011. 
 
Per Samuelsson has been a member of the board of directors since 2009. 
 

6.1.6.2. Remuneration of management and compensation for board of directors 
 

(i) Management  
 
Management remuneration: For the year ended December 31, 2013, the aggregate 
compensation Topotarget paid to management amounted to DKK 2,827,303, including 
bonus payments and the value of warrants. For a description of the shares and warrants 
held by the member of the management, please refer to section 6.2.2.1 “Warrant Plans”.  
 
The table below sets forth the total compensation paid or accrued to management for the 
fiscal year ended December 31, 2013. 
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Name 
Base 

salary 
(DKK) 

Bonus 
(DKK) 

Other 
benefits 

(DKK) 

Total 
(DKK) 

Warrants 

Number 
Fair market 

value 
(DKK) 

Anders Fink 
Vadsholt 

1,682,327 791,683 11,396 2,485,406 200,000 341,897 

 
Anders Fink Vadsholt is entitled to receive compensation upon the completion of the 
Merger (see Section 5.1.3.2(iii) for more details). 
 
Board of directors’ compensation: Compensation for the members of the board of 
directors is determined on the annual general meeting in Topotarget. For the year ended 
December 31, 2013, the aggregate compensation paid by Topotarget to the members of 
the board of directors amounted to DKK 2,276,478.  

 

Name 
Cash compensation 

(DKK) 

Warrants 

Number 
Fair market value 

(DKK) 

Bo Jesper Hansen 450,000 50,000 110,780 

Ingelise Saunders 220,000 25,000 55,390 

Jeffrey H. Buchalter 250,000 25,000 55,390 

Per Samuelsson* 293,304** 0 0 

Ander Lundemose 240,000 25,000 55,390 

Gisela Schwab 220,000 25,000 53,112 

Karsten Witt 220,000 25,000 53,112 

* Mr. Per Samuelsson is a partner in HealthCap funds (Odlander Fredrikson & Co. AB) holding 8.7% of Topotarget’s 
outstanding shares 
** Please note that this amount includes Swedisch social security contributions of DKK 53,304 

 
6.1.7. Statutory Auditors 

 
The statutory auditors for Topotarget are Deloitte Statsautoriseret Revisionspartnerselskab, 
Weidekampsgade 6, 2300 Copenhagen S, Denmark, CVR no. 33963556. 
 
The partner in charge of the audit is Mr. Jens Rudkjær. 
 

6.1.8. Special agreements  
 
Related parties include the following: 
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Shareholders: 
 
Per Samuelsson, member of the board of Directors in Topotarget is also Partner in 
HealthCap funds (Odlander Fredrikson & Co AB), the major shareholder in Topotarget 
holding 8.7% of the shares. 
2013: No transactions 
2012: No transactions 
 
Orfacare Consulting, a company related to the Chairman of the Board, provides 
consultation regarding strategic M&A initiatives involving the Topotarget’s shares. Both 
Orfacare and Topotarget’s CEO are entitled to receive compensation upon the completion 
of a successful M&A transaction whereby at least 50% of the Topotarget’s shares are 
acquired including as well a merger involving Topotarget. For more details, please refer to 
Section 5.1.3.2(iii) above. 
 
Other related parties: 
 
2013: Related parties to the board of directors and the management have received 
remuneration of TDKK 435 and warrants of TDKK 0; KW Biotech Consulting LLC, a company 
related to the independent board member Karsten Witt, has provided scientific advice. The 
company is entitled to receive compensation per hour. 
2012: Related parties to the board of directors and the management have received 
remuneration of TDKK 175 and warrants of TDKK 0. 
 
For the Parent Company: 
 
The subsidiary Topotarget UK Limited: 

- 2013: Intra-Group balance of TDKK 1,230 and interest on the intra-Group balance of 
TDKK 14 

- 2012: Intra-Group balance of TDKK 33 and interest on the intra-Group balance of 
TDKK 4 

 
The subsidiary Topotarget Germany AG: 
 

- 2013: Intra-Group balance of TDKK 23 and interest on the intra-Group balance of 
TDKK 1 

- 2012: Intra-Group balance of TDKK 22 and interest on the intra-Group balance of 
TDKK 1 

 
The subsidiary Topotarget Switzerland S.A.: 
 

- 2013: Intra-Group balance of TDKK 165,779 and interest on the intra-Group balance 
of TDKK 7,996 

- 2012: Intra-Group balance of TDKK 159,428 and interest on the intra-Group balance 
of TDKK 3,196 

 
Movements in intercompany balances all consist of transfer of cash to finance activities in 
subsidiaries. 
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6.1.9. Consultation of corporate documents and information on Topotarget 
 
Corporate documents and information on Topotarget is available on its website 
www.topotarget.com.  
  

6.2. General information concerning the share capital 
 

6.2.1. Amount of subscribed capital, number and class of securities comprising the share capital 
with details on their main characteristics 
 

6.2.1.1. Amount of subscribed capital, number and class of securities comprising the share capital 
 
Topotarget’s registered share capital is nominal DKK 143,317,114 divided into shares of 
nominal DKK 1 each and multiples hereof. The share capital has been fully paid up. 
 
The table below sets out the changes to the share capital for the past five years: 
 

Date of 
registration 

Transaction 
Change in share 

capital (DKK 
nominal value) 

Price per share 
of nominal  

DKK 1 

Share capital 
following 

change (DKK 
nominal 
value) 

11 April 2013 Warrant exercise 22,500 2.02 143,317,114 

26 March 2013 
Directed 
issuance 

10,642,564 2.49 143,294,614 

12 April 2010 Warrant exercise 43,030 3.20 132,652,050 

2 July 2009 Rights issue 66,304,510 2.00 132,609,020 

 
6.2.1.2. Main characteristics of the common stock 

 
Topotarget’s shares shall according to the Articles of Association be bearer shares, but may 
be recorded in the name of the holder in the Topotarget’s register of owners. Topotarget’s 
register of owners shall be kept and maintained by Computershare A/S, Kongevejen 418, 
2840 Holte, Denmark.  
 
Topotarget’s shares are issued through VP SECURITIES A/S and dividends, if any, are in 
accordance with the rules applicable from time to time for VP SECURITIES A/S paid by way 
of transfer to accounts designated by the shareholders. Topotaget has not paid out dividens 
to its shareholders. 
 
Topotarget’s shares are negotiable instruments. 
 
No shares shall carry special rights. 
 
No shareholder shall be obliged to have his shares redeemed in whole or in part by 
Topotarget or others other than according to mandatory legislation. 
 

http://www.topotarget.com/
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Each of Topotarget’s shareholders is entitled to one vote per share of nominal DKK 1 at 
each general meeting of shareholders.  

 
6.2.2. Characteristics of securities giving access to share capital 

 
6.2.2.1. Warrant plans 

 
For details on the Topotarget warrant plans, please refer to Section 3.5.2.3 above. 
 

6.2.2.2. Convertible Notes 
 
Apart from the issuance of warrants as set out above, Topotarget has not issued or 
authorized the issue of any convertible bonds, notes or similar instruments conferring a 
right to subscribe shares in Topotarget. 
 

6.2.3. Share ownership and voting rights 
 
As of 31 December 2013, Topotarget has recorded approximately 8,376 shareholders in its 
register of shareholders, representing more than 40 countries. 
 
Topotarget has only one share class, and all shares carry the same voting rights. 
 
The only shareholders holding 5% or more of Topotarget’s share capital and voting rights 
are: HealthCap funds (Odlander Fredrikson & Co. AB) 8.7%. 
 
Save for Voting Agreements, Topotarget is not aware that any of its shareholders have 
entered into shareholder agreements concerning the holding of shares in Topotarget. 
 
Save for the Merger Agreement, the Merger Plan and the Definitive Merger Plan, 
Topotarget is not aware of any agreements that could later result in any parties taking 
control over the shares in Topotarget. 

 
6.3. Information on Topotarget’s activity 

 
6.3.1. Main activities 

 
6.3.1.1. Overview 

 
Topotarget is a biopharmaceutical orphan oncology company focused on late-stage clinical 
development, and dedicated to finding and improving cancer therapies in rare cancer 
diseases. Topotarget currently focuses exclusively on advancing its lead compound, 
belinostat, into pivotal studies within rare cancer diseases.  
 
Belinostat is a small molecule histone deacetylase inhibitor (HDACi). Belinostat has 
demonstrated a clear anti-neoplastic effect in both hematological malignancies and solid 
tumors. Belinostat’s benign safety profile permits its combination with full doses of 
chemotherapy, which will be further explored to maximize belinostat’s effect in upcoming 
clinical studies. Topotarget collaborates with the US based biotechnological company 
Spectrum Pharmaceuticals, Inc. on the development of belinostat. Spectrum 
Pharmaceuticals submitted the first New Drug Application (NDA) for belinostat to the US 
FDA in December 2013 for the hematological orphan indication Peripheral T-Cell 
Lymphoma (PTCL). 
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In order to achieve the company’s goals of improving the quality of life and prolonging the 
lives of cancer patients, Topotarget aims to leverage the successful development of 
belinostat by:  
 

- Exploring belinostat in other rare cancer diseases within hematology and solid 
tumors.  

 
- Building a lean, flexible, and targeted force of medical liaisons, supplemented with 

competences covering business development and strategy, market access, etc. 
 

- Seeking to establish a pipeline of late-stage innovative orphan oncology projects. 
 

 
 

Beleodaq is filed for a US approval in recurrent/refractory Peripheral T-Cell Lymphoma with 
expected PDUFA date in August 2014.  
 
Upon approval, Topotarget is eligible to receive a cash milestone payment of USD 25 
million. 
 
Beleodaq will be commercialized in the US territory by Topotarget’s partner, Spectrum 
Pharmaceuticals with an indicative launch in late 2014. Topotarget plans on leveraging on 
the US approval and start named patient sales shortly after the US approval, including 
finding partners in selective territories (e.g. Middle East), where the US approval can be 
used for the registration of Beleodaq. 
 
As of 31 March 2014, Topotarget had 12 employees. Topotarget is situated in Copenhagen, 
Denmark. Topotarget's core scientific expertise lies in the in depth biological, chemical and 
regulatory knowledge of Belinostat. 
 

6.3.1.2. Technology platform 
 

Belinostat is a histone deacetylase inhibitor (HDACi). HDAC inhibitors, including Belinostat, 
belong to a new class of anti-tumor therapeutics that moved into clinical development, 
based on broad in vitro and in vivo pre-clinical anti-tumour activity in chemotherapy 
resistant solid tumors and hematological malignancies. The first marketing approval for 
HDAC inhibitors was obtained from the FDA in October 2006 (Merck’s product Zolinza) for 
3rd-line monotherapy treatment of Cutaneous T-Cell Lymphoma (CTCL). During the most 
recent years, Topotarget has focused all resources towards development of Belinostat into 
a commercial product, and Topotarget has elected not to use resources on developing or 
maintaining a particular technology platform. 
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6.3.1.3. Licensing Agreements 

 
Spectrum Pharmaceuticals, Inc.: 
In February 2010, Topotarget concluded a commercial partnership agreement with 
Spectrum Pharmaceuticals, Inc. concerning the commercialization of belinostat. Under the 
terms of the agreement, Topotarget received an upfront payment of USD 30 million in cash 
in 2010. The total potential value of up-front and milestones for both development and 
sales of the agreement, in the event of full commercial success could exceed USD 350 
million (including the already received milestone payment of USD 10 million and 1 million 
shares related to the acceptance to file of the belinostat New Drug Application and the 
potential milestone payment upon an approval of this application of USD 25 million). In 
addition, Topotarget will receive a double digit royalty on sales of belinostat as well as one 
million Spectrum shares payable upon FDA acceptance of the first NDA filing by Spectrum. 
  
Under certain circumstance as provided in the license agreement, resources for co-
development in additional indications will have cost sharing, with Spectrum 
Pharmaceuticals contributing 70% and Topotarget contributing 30%. 
 
As of October 2013, Spectrum Pharmaceuticals carries the responsibility for the 
manufacture of belinostat for all territories. This agreement has a term of five years with 
the possibility for prolongation. 
 
The license agreement dated February 2010 between Topotarget and Spectrum 
Pharmaceuticals provides the right for Spectrum Pharmaceuticals to develop belinostat in 
the USA, Mexico, Canada and India. Topotarget has not entered into any other agreements 
with any other third parties with regards to the development of belinostat.   
 
As Spectrum Pharmaceutical’s interest in belinostat is related to the opportunities that the 
product offers in their territory, Topotarget does not believe that a merger outside their 
territory will have any direct impact on Spectrum Pharmaceutical’s continued efforts with 
regards to belinostat, and it is therefore unlikely that the merger itself will result in a 
termination of the agreement by Spectrum. 
 
Other: 
Topotarget moreover has license agreements with the following companies: Edimer 
Pharmaceuticals for APO200, Multimeric Biotherapeutics, Inc. for TNF superfamily ligands 
(TNFSF), and Oncology Venture for APO010. All license agreements entail potential future 
milestones and royalty payments to Topotarget. 
 

6.3.1.4. Intellectual Property 
 
Topotarget’s patent strategy is to secure and prosecute intellectual property rights that 
underpin its drug discovery programmes and to prosecute any infringers of its intellectual 
property rights. Topotarget initially seeks to file priority-generating applications in the 
United States, United Kingdom or Denmark with subsequent applications potentially being 
filed to strengthen or broaden the original claims within 12 months of filing. An 
international application (referred to as a Patent Cooperation Treaty (“PCT”) application) is 
then filed, designating all PCT member states and the application is subsequently continued 
in selected PCT countries. European patent applications are filed with the European Patent 
Office (“EPO”) under the European Patent Convention (“EPC”), which provides for 
protection in many European countries. 
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Topotarget’s success will depend upon its ability, and upon the ability of its collaborators, 
to obtain protection for inventions incorporated into its product candidates, products or 
technologies in the major European countries, the U.S. and other important countries. The 
process of identifying and seeking patent protection is expensive and time consuming. The 
pending or future applications may not result in issued patents, or may need to be refined 
or narrowed before a patent is granted. The patent situation for biotechnology and 
pharmaceutical products is generally highly uncertain and involves complex legal and 
scientific questions.  
  
In the United States, Topotarget’s patent application covering belinostat and closely related 
compounds, compositions comprising these compounds, and methods of treatment 
(including treatment of proliferative conditions) employing these compounds has been 
granted. Further patent applications have been filed, covering manufacturing methods, 
drug formulations, and techniques for drug administration. In addition, active combinations 
of belinostat with other anti- cancer agents are claimed in yet further patent applications. 
All of these US patents and applications have corresponding family members granted or 
pending in all major territories. 
 

6.3.2. Key financial indicators 
 

DKK ‘ 000   2013 2012 2011 2010 2009 

Financial highlights and ratios*) 
     

      Consolidated financial highlights and 
ratios 

     
Revenue ...............................................  8,338             2,395            65,598          107,826            43,979  

Research and development costs ........                 (23,019)         (46,522)         (54,345)         (70,608)         (89,884) 
Write-down of research and 
development projects ..........................                            -                       -     -       (189,541)         (21,200) 

Sales and distribution costs..................                            -                       -     -   -          (29,136) 

Operating loss ......................................                 (34,148)         (80,210)         (31,352)      (197,543)      (132,492) 

Net financials .......................................                   (2,045)           (1,149)             1,087            68,773          (10,250) 

Net loss from continued operations.....                 (36,193)         (81,359)         (29,012)         (84,785)  -  
Net profit/loss discontinued 
operations ...........................................                             -                      99            (3,999)         (29,096)  -  
Total comprehensive income for the 
year ......................................................                 (34,968)         (80,017)         (33,011)         (55,689)      (140,464) 

      
Basic EPS continued operations ...........                     (0.25)             (0.60)             (0.22)             (0.64)  -  
Basic  EPS continued and discontinued 
operations ...........................................                     (0.25)             (0.60)             (0.25)             (0.42)             (1.41) 

      
Consolidated balance sheets 

     
Cash and cash equivalents ...................  31,483           41,460  114,302 205,068 130,145 

Equity ...................................................  243,092         251,247  330,728 360,219 411,798 

Total assets ..........................................  265,117         278,936  370,476 465,824 585,413 

Investment in tangible assets (net) ......  10               (226)           (2,283)           (1,633)             2,016  

      
Consolidated cash flow statement 

     
Cash flows from operating activities ....                 (35,623)         (80,973)         (88,847)           40,101          (99,197) 

Cash flows from investing activities .....                         152              8,131            (1,919)           34,686            37,861  

Cash flows from financing activities .....                   25,494   -   -                  138          118,780  
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DKK ‘ 000   2013 2012 2011 2010 2009 

      
Consolidated ratios 

     
Number of fully paid shares, year-end .  143,317,114 132,652,050 132,652,050 132,652,050 132,609,020 
Average number of shares for the 
period ..................................................        140,916,162  132,652,050 132,652,050 132,640,379 99,456,765 

Assets/equity .......................................  1.1 1.1 1.1 1.3 1.4 

Market price, year-end (DKK) ...............  2.98 2.15 2.51 3.57 2.59 

Net asset value per share (DKK) 1.7 1.88 2.49 2.73 3.11 
Average number of full-time 
employees ...........................................  13 23 42 50 58 

 
 

6.3.3. Sources of financing of Topotarget 
 
Topotarget is currently financed by equity and does not have any interest bearing debt. 
 

6.3.4. Changes in Topotarget’s workforce and that of its group over the last 3 financial years 
 
Since Topotarget has focused all of its resources towards the commercialization of 
Belinostat and as part of this process Topotarget has significantly reduced its staff from 58 
in 2009 to 13 in 2013. 
 

6.3.5. Information on significant subsidiaries 
 
Topotarget is the parent company of the Topotarget group of companies which consist of 
Topotarget A/S, Topotarget Switzerland S.A., Topotarget Germany AB and Topotarget UK 
Limited all of which are wholly-owned by Topotarget. Topotarget UK Limited is the owner 
and administrator of certain key patents. 
 

6.3.6. Exceptional events and litigation 
 
Topotarget is at the date of the Prospectus not involved in litigation or arbitration with any 
third party or governmental authority. 
 

6.4. Risk factors specific to Topotarget and its activity 
 
As Spectrum Pharmaceuticals interest in belinostat is related to the opportunities that the 
product offers in their territory, Topotarget does not believe that a merger outside their 
territory will have any direct impact on Spectrum Pharmaceutical’s continued efforts with 
regards to belinostat, and it is therefore unlikely that the merger itself will result in a 
termination of the agreement by Spectrum. 
 
Based on the time-lines related to the preceding cash milestone payment of USD 10 million 
and payment of the 1 million Spectrum Pharmaceuticals shares in Q1 2014, there is 
currently no reason to believe that Spectrum Pharmaceuticals will delay the payment of the 
cash milestone payment of USD 25 million related to the approval of the belinostat NDA by 
FDA, after the approval is granted in August 2014. Non-payment of the milestone will 
potentially be a breach of the agreement and the product will return to Topotarget for the 
Territory. Given the efforts that Spectrum Pharmaceuticals have put into the development 
of belinostat in PTCL and the filing of the NDA, it is accordingly not found likely that 
Spectrum Pharmaceuticals will delay the payment of the cash milestone payment of USD 25 
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million. In the event that an approval is not received by FDA, speculations on a termination 
by Spectrum Pharmaceuticals can be envisioned.  
 
Spectrum Pharmaceuticals are currently preparing for a commercial launch and pre-
marketing activities are taking place. Spectrum Pharmaceuticals have also paid for the full 
validation of the process and product will be ready to launch soon after the approval by 
FDA of the file and of the Package Insert and Labeling. On this basis, it is considered unlikely 
that a deliberate delay of the commercial launch of Beleodaq will take place.  
 
Development and scientific risks: 
 
Topotarget’s research and development efforts, generally, may for a number of reasons not 
lead to commercially successful drugs, including that its product candidates may not prove 
to be safe and effective in clinical trials. 
 
In general, as for all drug development, there is a risk that lack of efficacy or unexpected 
serious adverse events in relation to the clinical product will have adverse effect on study 
outcome. There is also the risk that inclusion of patients in clinical studies is insufficient to 
meet timelines. Moreover, unforeseen safety issues or changes of regulatory requirements 
can influence the timing and nature of our clinical development activities, costs, and related 
revenues such as milestone payments and cost reimbursement.  
 
Other factors which may prevent the Topotarget from successfully commercializing its 
product candidate include:  
 

- regulatory approvals may not be obtained, may be delayed pending further clinical 
testing, or may be obtained on more restrictive terms; 

- Topotarget may not be able to maintain or enter into adequate partnership 
arrangements to complete the development and commercialization of its product 
candidate belinostat; 

- Topotarget’s collaborators may fail, or may not have, or may not devote adequate 
financial and other resources to complete the development and commercialization 
contemplated by the collaboration;  

- the proprietary rights of third parties may preclude Topotarget and its collaborators 
from marketing its product candidates; 

- any products that are approved may not be accepted in the marketplace; and 
- the Topotarget’s estimates, if any, of commercial market opportunity may prove to 

be over-optimistic. 
 
If Topotarget’s product candidate is not successfully developed, approved for marketing, or 
commercialized, Topotarget will be unable to generate significant revenues, if any. If the 
development programmes are delayed, Topotarget may be required to raise additional 
capital or reduce or cease its operations, either altogether or in respect of any projects or 
product candidates. 
 
Regulatory risks: 
 
Topotarget’s activities can be affected by regulatory requirements and changes 
implemented in individual countries. Modified legislation or reinterpretation of legislation 
in Topotarget-relevant countries may result in unintended or unexpected costs or timeline 
extensions. 
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Risks related to the market and partners: 
 
Topotarget’s reliance on the collaboration with Spectrum Pharmaceuticals is very important 
for the business as well as future growth. A significant part of future revenue, in particular 
milestones and royalties, may depend on a continued good collaboration. Topotarget’s 
business might be negatively affected if Spectrum Pharmaceuticals become unable to meet 
their obligations. Topotarget relies on Spectrum Pharmaceuticals’ ability and willingness to 
file an NDA and for the FDA to subsequently grant a marketing authorization.  
 
Topotarget is furthermore subject to a range of normal biopharmaceutical commercial 
risks, including but not limited to: 
 

 Competition from existing treatments and/or new drugs 

 Market size of lead indications 

 Product pricing and reimbursement policies 

 Interest from potential partners and investors 

 Development time of new clinical trials 

 Patent protection and ability to prevent infringements 
 
Risk related to legal requirements: 
 
Another risk scenario is that Topotarget’s ability to protect itself in potential patent lawsuits 
is insufficient; for instance if Topotarget’s intellectual property is not protected or 
Topotarget’s products infringe on a competitor’s intellectual property. Topotarget 
therefore continue to file necessary patent applications in an effort to protect the products 
and technologies. Topotarget maintain strict confidentiality standards and agreements for 
internal employees and any collaborating parties in order to protect business secrets. 
 
Financial risks: 
 
As Topotarget is conducting global clinical studies, have shared clinical costs with Spectrum 
Pharmaceuticals, and procuring services in a global environment, Topotarget is exposed to 
exchange rate fluctuations. The cash holdings consist of deposits held in cash.  
 
Capital resources: 
 
Topotarget is a drug development company without commercial revenue. Topotarget will, 
excluding revenue from collaboration partners, be cash consuming until belinostat becomes 
commercially available. It is therefore crucial that the Topotarget at all times ensures 
sufficient financial resources.  
 
At present, Topotarget relies heavily on receiving, the expected milestone payments from 
Spectrum Pharmaceutical. Should any delays occur, it is crucial for Topotarget to be able to 
raise alternative financing until such milestone payments are received. 
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6.5. Financial information 
 
The financial information presented hereunder have been extracted from the consolidated 
financial statements of Topotarget as at 31 December 2013 in accordance with the IFRS 
regulations, audited by the statutory auditor (Deloitte Statsautoriseret 
Revisionspartnerselskab), and for which an unqualified opinion was issued on 27 March 
2014.  
 
These financial statements are presented on pages 21 to 52 of the Topotarget annual 
financial report, available in English on the company’s website (www.topotarget.com).  
 

6.5.1. Consolidated financial statement for the past three years and statutory auditors reports 
 

6.5.1.1. Consolidated statement of comprehensive income 
 

  

Group 

Dkk '000   2013 2012 2011 

     Revenue 
 

        8,338           2,395        65,598  

Production costs 
 

      (1,061)        (1,377)       (1,840) 

Research and development costs 
 

   (23,019)     (46,522)    (54,345) 

Administrative expenses      (18,406)     (34,706)    (40,765) 

Operating loss   
   

(34,148)     (80,210) 
   

(31,352) 

     Income after tax from investments in subsidiaries 
 

               -                    -                   -    

Financial income 
 

            565           3,673        11,729  

Financial expenses         (2,610)        (4,822)    (10,642) 

Loss from continued operations before tax      (36,193)     (81,359)    (30,265) 

     Tax on profit/(loss) for the year           1,225           1,243          1,253  

Net loss from continued operations      (34,968)     (80,116)    (29,012) 

     Net profit from discontinued operations                  -                   99        (3,999) 

Total comprehensive income for the year      (34,968)     (80,017)    (33,011) 

     Total comprehensive income attributable to: 
    Owners of the company 
 

   (34,968)     (80,017)    (33,011) 

Non-controlling interests         

Total comprehensive income/loss for the year      (34,968)     (80,017)    (33,011) 

     Loss for the year         

     Proposed distribution of loss: 
    Retained earnings 
 

               -                    -    
 

     Basic EPS continued operations 
 

        (0.25)          (0.60)         (0.22) 

Basic  EPS continued and discontinued operations 
 

        (0.25)          (0.60)         (0.25) 

http://www.topotarget.com/
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6.5.1.2. Balance sheet 

 

  
Group 

 
Dkk '000 

 
2013 2012 2011 

     Acquired research and 
development projects               228,282              228,902              229,626  

Intangible assets   228,282 228,902             229,626  

     Other fixtures and fittings, tools 
and equipment                        784  2,655                  4,963  

Tangible assets   784 2,655                  4,963  

     Investment in subsidiaries 
 

                        -    -                           -  

Receivables from subsidiaries 
 

 -  -                           -  

Other receivables                        359  501                      608  

Non-current investments   359 501                      608  

     
Non-current assets   229,425 232,058             235,197  

     Trade receivables 
 

                     784  1,239                  1,643  

Other receivables 
 

                 1,884  2,150                  8,774  

Prepayments 
 

                     291  779                      792  

Income tax receivable   
                 

1,250  1,250                           -  

Receivables   4,209 5,418 11,209 

     

     
Short -term securities                           -                            -                     9,768  

Cash and cash equivalents   31,483 41,460             114,302  

     Current assets   35,692 46,878 135,279 

          

Assets   265,117 278,936             370,476  

 

  
Group 

 
Dkk '000 

 
2013 2012 2011 

     Share capital 
 

143,317 132,652 132,652 

Share-based payments 
 

34,495 33,849 34,743 

Retained earnings   65,280 84,746 163,333 

Equity   243,092 251,247 330,728 

     Deferred tax 
 

- - - 

Other financial liabilities                       -  3,212              13,585  

Non-current liabilities                     -    3,212              13,585  
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     Other financial liabilities 
 

         15,440           11,396                         -    

Trade payables 
 

           3,606  8,427              16,274  

Provision related to subsidiaries 
 

-                   -                           -    

Other payables              2,979  4,654                 9,889  

Current liabilities   22,025 24,477 26,163 

          

Liabilities   22,025 27,689 39,748 

          

Equity and liabilities   265,117 278,936 370,476 

 
6.5.1.3. Cash flow statement 

 

    Group   

Dkk '000 
 

2013 2012 2011 

          

Operating loss       (34,148)     (80,210)       (31,352) 

Operations profit  loss from discontinued operations                   -                   99           (6,560) 

Reversal of share-based payments            1,319               535             3,521  

Depreciation, amortization, and impairment losses            1,861           2,646                 414  

Working capital changes          (5,287)        (6,040)       (58,458) 

Cash flows from operating activities before interest       (36,255)     (82,970)       (92,435) 

          

Interest income etc. received                  45           3,673           11,729  

Interest expenses etc. paid             (663)        (1,669)          (9,394) 

Refunded and paid income taxes            1,250                 (7)            1,253  

Cash flows from operating activities       (35,623)     (80,973)       (88,847) 

          

Purchase of tangible assets                   -              (344)          (2,283) 

Sale of tangible assets                  10               118                    -    

Capital increase in subsidiary                   -                    -                      -    

Change of loan to subsidiary                   -                    -                      -    

Change i non-current investment                142               107                 364  

Sales of securities                   -             8,250                    -    

Cash flow from investing activities                152           8,131           (1,919) 

          

Proceeds from issuance of shares          25,494                  -                      -    

Cash flow from financing activities          25,494                  -                      -    

          

Increase/decrease in cash and cash equivalents          (9,977)     (72,842)       (90,766) 

Cash and cash equivalents at January 1          41,460      114,302        205,068  

Cash and cash equivalents at December 31          31,483         41,460        114,302  

          

Total cash and cash equivalents at December 31          31,483         41,460        114,302  
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6.5.1.4. Independent auditor’s report 
 
The independent auditor’s reports have been issued in Danish and have subsequently been 
translated. In the event of any inconsistencies, the Danish version shall apply. 
 
No audit procedures have been performed since the issuance of the independent auditor’s 
report for 2013, dated 27 March 2014. 
 

(i) Financial year 2013 
 
To the shareholders of Topotarget A/S: 
 
Report on the consolidated financial statements and the Parent financial statements 
 
We have audited the consolidated financial statements and parent financial statements of 
Topotarget A/S for the financial year January 1 - December 31, 2013, which comprise the 
income statement, balance sheet, cash flow statement, statement of changes in equity and 
notes, including the accounting policies, for the Group as well as the Parent, and the 
statement of comprehensive income of the Group. The consolidated financial statements 
are prepared in accordance with International Financial Reporting Standards as adopted by 
the EU and Danish disclosure requirements for listed companies, and the parent financial 
statements are prepared in accordance with the Danish Financial Statements Act. 
 
Management’s responsibility for the consolidated and Parent financial statements 
Management is responsible for the preparation of consolidated financial statements that 
give a true and fair view in accordance with International Financial Reporting Standards as 
adopted by the EU and Danish disclosure requirements for listed companies as well as the 
preparation of parent financial statements that give a true and fair view in accordance with 
the Danish Financial Statements Act, and for such internal control as Management 
determines is necessary to enable the preparation of consolidated financial statements and 
parent financial statements that are free from material misstatement, whether due to fraud 
or error. 
 
Auditor’s responsibility 
Our responsibility is to express an opinion on the consolidated financial statements and 
parent financial statements based on our audit. We conducted our audit in accordance with 
International Standards on Auditing and additional requirements under Danish audit 
regulation. This requires that we comply with ethical requirements and plan and perform 
the audit to obtain reasonable assurance about whether the consolidated financial 
statements and parent financial statements are free from material misstatement. 
 
An audit involves performing procedures to obtain audit evidence about the amounts and 
disclosures in the consolidated financial statements and parent financial statements. The 
procedures selected depend on the auditor’s judgment, including the assessment of the 
risks of material misstatements of the consolidated financial statements and parent 
financial statements, whether due to fraud or error. In making those risk assessments, the 
auditor considers internal control relevant to the entity’s preparation of consolidated 
financial statements and parent financial statements that give a true and fair view in order 
to design audit procedures that are appropriate in the circumstances, but not for the 
purpose of expressing an opinion on the effectiveness of the entity’s internal control. An 
audit also includes evaluating the appropriateness of accounting policies used and the 
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reasonableness of accounting estimates made by Management, as well as the overall 
presentation of the consolidated financial statements and parent financial statements. 
 
We believe that the audit evidence we have obtained is sufficient and appropriate to 
provide a basis for our audit opinion. 
 
Our audit has not resulted in any qualification. 
 
Opinion 
In our opinion, the consolidated financial statements give a true and fair view of the 
Group’s financial position at December 31, 2013, and of the results of its operations and 
cash flows for the financial year January 1 - December 31, 2013 in accordance with 
International Financial Reporting Standards as adopted by the EU and Danish disclosure 
requirements for listed companies.  
 
Further, in our opinion, the parent financial statements give a true and fair view of the 
Parent’s financial position at December 31, 2013, and of the results of its operations for the 
financial year January 1 - December 31, 2013 in accordance with the Danish Financial 
Statements Act. 
 
Statement on the management commentary 
Pursuant to the Danish Financial Statements Act, we have read the management 
commentary. We have not performed any further procedures in addition to the audit of the 
consolidated financial statements and parent financial statements.  
 
On this basis, it is our opinion that the information provided in the management 
commentary is consistent with the consolidated financial statements and parent financial 
statements. 
 

(ii) Financial year 2012 
 
To the shareholders of Topotarget A/S: 
 
Report on the consolidated financial statements and the Parent financial statements 
 
We have audited the consolidated financial statements of Topotarget A/S and the Parent 
financial statements for the financial year January 1 to December 31, 2012, which comprise 
the income statement, balance sheet, statement of changes in equity and notes, including 
the accounting policies, for the Group as well as the Parent, as well as the statement of 
comprehensive income and cash flow statement for the Group. The consolidated financial 
statements have been prepared in accordance with the International Financial Reporting 
Standards as adopted by the EU and Danish disclosure requirements for listed companies, 
and the Parent financial statements have been prepared in accordance with the Danish 
Financial Statements Act. 
 
Management’s responsibility for the consolidated and Parent financial statements 
Management is responsible for the preparation of consolidated financial statements that 
give a true and fair view in accordance with International Financial Reporting Standards as 
adopted by the EU and Danish disclosure requirements for listed companies as well as the 
preparation of Parent financial statements that give a true and fair view in accordance with 
the Danish Financial Statements Act. Management is also responsible for the internal 
control that it considers necessary for preparing consolidated financial statements and 
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Parent financial statements that are free from material misstatement, whether due to fraud 
or error. 
 
Auditor’s responsibility 
Our responsibility is to express an opinion on the consolidated financial statements and 
Parent financial statements based on our audit. We conducted our audit in accordance with 
International Standards on Auditing and additional requirements under Danish audit 
regulation. This requires that we comply with ethical requirements and plan and perform 
the audit to obtain reasonable assurance about whether the consolidated financial 
statements and Parent financial statements are free from material misstatement. 
 
An audit involves performing procedures to obtain audit evidence about the amounts and 
disclosures in the consolidated financial statements and the Parent financial statements. 
The procedures selected depend on the auditor’s judgment, including the assessment of 
the risks of material misstatement of the consolidated financial statements and the Parent 
financial statements, whether due to fraud or error. In making those risk assessments, the 
auditor considers internal control relevant to the preparation of consolidated financial 
statements and Parent financial statements that give a true and fair view. The purpose of 
this is to design procedures that are appropriate in the circumstances but not to express an 
opinion on the effectiveness of the company’s internal control. An audit also includes 
evaluating the appropriateness of accounting policies used and the reasonableness of 
accounting estimates made by management, as well as evaluating the overall presentation 
of the consolidated financial statements and the Parent financial statements. 
 
We believe that the audit evidence we have obtained is sufficient and appropriate to 
provide a basis for our audit opinion. 
 
Our audit has not resulted in any qualification. 
 
Opinion 
In our opinion, the consolidated financial statements give a true and fair view of the 
Group’s financial position at December 31, 2012 and of the results of the operations and 
cash flows for the financial year January 1 to December 31, 2012 in accordance with the 
International Financial Reporting Standards as adopted by the EU and Danish disclosure 
requirements for listed companies. 
 
Further, in our opinion, the Parent financial statements give a true and fair view of the 
Parent’s financial position at December 31, 2012 and of the results of its operations for the 
financial year January 1 to December 31, 2012 in accordance with the Danish Financial 
Statements Act. 
 
Emphasis of matter relating to the financial statements 
Without qualifying our opinion, we draw attention to the disclosures in the Management’s 
review and to Significant accounting assumptions and estimates (Note 2 to the annual 
report) under “Key risk factors” and “Going concern” in which Management has stated that 
the Company expects its funds to be sufficient to present the annual report on a going 
concern basis. If the expected milestone payments are not received or are delayed, 
management believes that the level of activities and the cost base can be adjusted 
accordingly. A natural uncertainty is attached to the company’s 2013 budget and thus, the 
future capital resources. 
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Statement on the management’s commentary 
Pursuant to the Danish Financial Statements Act, we have read the management’s 
commentary. We have not performed any further procedures in addition to the audit of the 
consolidated financial statements and Parent financial statements.  
 
On this basis, it is our opinion that the information provided in the management’s 
commentary is consistent with the consolidated financial statements and Parent financial 
statements. 
 

(iii) Financial year 2011 
 
To the shareholders of Topotarget A/S: 
 
Report on the consolidated financial statements and the Parent financial statements 
 
We have audited the consolidated financial statements and the Parent financial statements 
of Topotarget A/S for the financial year January 1, 2011 to December 31, 2011, which 
comprise the statement of comprehensive income, balance sheet, statement of changes in 
equity, cash flow statement and notes, including accounting policies, for the Group as well 
as the Parent. The consolidated financial statements have been prepared in accordance 
with the International Financial Reporting Standards as adopted by the EU and Danish 
disclosure requirements for listed financial enterprises, and the Parent financial statements 
have been prepared in accordance with the Danish Financial Statements Act. 
 
Management's responsibility for the consolidated and Parent financial statements 
Management is responsible for the preparation of consolidated financial statements that 
give a true and fair view in accordance with International Financial Reporting Standards as 
adopted by the EU and Danish disclosure requirements for listed companies as well as the 
preparation of Parent financial statements that give a true and fair view in accordance with 
the Danish Financial Statements Act. Management is also responsible for the internal 
control that it considers necessary for preparing consolidated financial statements and 
Parent financial statements that are free from material misstatement, whether due to fraud 
or error.  
 
Auditor's responsibility 
Our responsibility is to express an opinion on the consolidated financial statements and 
Parent financial statements based on our audit. We conducted our audit in accordance with 
International Standards on Auditing and additional requirements under Danish audit 
regulation. 
 
This requires that we comply with ethical requirements and plan and perform the audit to 
obtain reasonable assurance about whether the consolidated financial statements and 
Parent financial statements are free from material misstatement. 
 
An audit involves performing procedures to obtain audit evidence about the amounts and 
disclosures in the consolidated financial statements and the Parent financial statements. 
The procedures selected depend on the auditor’s judgment, including the assessment of 
the risks of material misstatement of the consolidated financial statements and the Parent 
financial statements, whether due to fraud or error. In making those risk assessments, the 
auditor considers internal control relevant to the preparation of consolidated financial 
statements and Parent financial statements that give a true and fair view. The purpose of 
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this is to design procedures that are appropriate in the circumstances but not to express an 
opinion on the effectiveness of the company's internal control. An audit also includes 
evaluating the appropriateness of accounting policies used and the reasonableness of 
accounting estimates made by management, as well as evaluating the overall presentation 
of the consolidated financial statements and the Parent financial statements.  
 
We believe that the audit evidence we have obtained is sufficient and appropriate to 
provide a basis for our audit opinion.  
 
Our audit has not resulted in any qualification. 
 
Opinion 
In our opinion, the consolidated financial statements give a true and fair view of the 
Group’s financial position at December 31, 2011 and of the results of its operations and 
cash flows for the financial year January 1 to December 31, 2011 in accordance with the 
International Financial Reporting Standards as adopted by the EU and Danish disclosure 
requirements for listed companies. 
 
Further, in our opinion, the Parent financial statements give a true and fair view of the 
Parent's financial position at December 31, 2011, and of the results of its operations and 
cash flows for the financial year January 1 to December 31, 2011 in accordance with the 
Danish Financial Statements Act. 
 
Statement on the management's commentary 
Pursuant to the Danish Financial Statements Act, we have read the management’s 
commentary. We have not performed any further procedures in addition to the audit of the 
consolidated financial statements and Parent financial statements. 
 
On this basis, it is our opinion that the information provided in the management's review is 
consistent with the consolidated financial statements and Parent financial statements. 
 

6.5.2. Significant excerpts from the notes to the financial statements necessary to properly assess 
income statement and balance sheet data 
 
Annual report 2011 
 
Note 3. REVENUE

2011 2010 2011 2010

DKK ' 000

Sale of goods 0 0 9,319 16,237

Sale of services 2,436 8,119 2,436 6,291

Milestone payments 63,162 99,707 56,260 89,092

Total 65,598 107,826 68,015 111,620

Group Parent

 
 
10. Discontinued operations 
 
On December 29, 2011, Topotarget concluded the agreement to divest the subsidiary 
Topotarget USA, Inc., which was responsible for the sale of Totect® in the US. The decision 
to divest the US activity was taken in 2011 so that the main focus of the Parent Company 
could be continued, that of belinostat and bringing this product to market. 
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The divestment was complete with effect from December 29, 2011 after which control of 
the activity was passed to the buyer Apricus Biosciences, Inc. 
 
The sales price was agreed to USD 2.0 million of which Topotarget received common stock 
in Apricus Biosciences, Inc. equal to one million seven hundred thousand dollars on 
December 29, 2011, and on December 29, 2012 (the one-year anniversary of the Closing 
Date), Topotarget will receive common stock in Apricus Biosciences, Inc. equal to three 
hundred thousand dollars. 
 
A potential payment of up to USD 2.0 million in shares in Apricus Biosciences, Inc based on 
achievement of certain milestones has been agreed upon. 
 

DKK ´000 2011 2010

Operating income for the period until transfer of control (6,560)               (3,376)         

Profit on sale of net asset 2,561                32,473         

Result from discontinued operations (3,999)             29,097       

Operating income for the period until the transfer of control can be specified as

Revenue 12,536              21,212         

Production cost (5,579)               (5,490)         

Gross profit 6,957               15,722       

Sales and distribution costs (13,056)             (19,098)       

Administration costs -                    -              

Profit from operations (6,099)             (3,376)        

Financial expenses/financial income (461)                  -              

Loss/profit before tax (6,560)             (3,376)        

Tax for the period -                   -              

Result (6,560)             (3,376)        

Group

 
 
 
The discontinued operations in the financial year impacted cash flow statement as:

DKK ´000 2011 2010

Cash flow from operating (6,866)               24,991         

Cash flow from investing activities 178                   (175)            

Cash flows from financing activities -                   

Sales of the discontinued operation are as follows

Book value of net assets (6,559)             (2,822)        

(6,559)             (2,822)        

Net proceeds on sale less sales costs 9,120                35295

Profit on sale 2,561               32,473       

Group

 
 
Note 22. Deferred income 
 
The company signed a license and collaboration agreement concerning research and 
development of the belinostat project. 
The agreement is a contract comprising of multiple components and the amount received 
of DKK 162.9 million (USD 30 million) was recognized over a period of 18 months from 2 
February 2010. Please see note 2. 
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As at December 31, 2011 all deferred income from the Spectrum Pharmaceuticals 
agreement has been recognized. 
 
Annual report 2012 
 
Note 3. Revenue

DKK '000 2012 2011 2012 2011

Sale of goods 750           -           750 6,411

Sale of services 1,645 2,436 1,645 2,436

Licens income/milestone payments -            63,162 1,403       59,168

Total 2,395 65,598 3,798 68,015

Group Parent

 
 
10. Discontinued operations 
 
On December 29, 2011, Topotarget concluded the agreement to divest the subsidiary 
Topotarget USA, Inc., which was responsible for the sale of Totect® in the US. The decision 
to divest the US activity was taken in 2011 so that the main focus of the Parent Company - 
bringing belinostat to the market – could be continued. 
 
The divestment was complete with effect from December 29, 2011 after which control of 
the activity was passed to the buyer Apricus Biosciences, Inc. 
 
The sales price was agreed to USD 2.0 million of which Topotarget received common stock 
in Apricus Biosciences, Inc. equal to one million seven hundred thousand dollars on 
December 29, 2011, and on December 29, 2012 (the one-year anniversary of the Closing 
Date), Topotarget will receive common stock in Apricus Biosciences, Inc. equal to three 
hundred thousand dollars. 
 
The result of the discontinued operations in 2012 relates to the final royalty income from 
Savene®  and the closedown costs of Topotarget USA, Inc. 
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Note 10. Discontinued operations

DKK ’000 2012 2011

Operating income for the period until transfer of control 1,617           (6,560)        

Profit on sale of net asset (1,518)          2,561          

Result from discontinued operations 99                 (3,999)        

Operating income for the period until the transfer of control can be specified as

Revenue 2,153           12,536       

Production cost -                (5,579)        

Gross profit 2,153           6,957          

Sales and distribution costs -                (13,056)      

Administration costs (536)             -              

Profit from operations 1,617           (6,099)        

Financial expenses/financial income -                (461)            

Loss/profit before tax 1,617           (6,560)        

Tax for the period -                -              

Result 1,617           (6,560)        

DKK ’000 2,012           2,011          

The discontinued operations in the financial year impacted cash flow statement as

Cash flow from operating activities 1,617           (6,866)        

Cash flow from investing activities -                178             

Cash flow from financing activities -                -              

Sales of the discontinued operations are as follows:

Book value of net assets (9,768)          (6,559)        

(9,768)          (6,559)        

Net proceeds on sale less sales costs 8,250           9,120          

Profit on sale (1,518)          2,561          

Group

Group

 
 
Note 20. Other financial assets and other financial liabilities 
 
Included in the current and non-current liabilities is the potential milestone payment of 
USD 3.0 million to CuraGen (2011: USD 3.0 million) in relation to the purchase of the full 
belinostat rights in April 2008. These are measured at present value.  
 
The carrying amount of receivables and other current liabilities are measured at amortized 
cost. 
 

Note 21. Other commitments

DKK '000 2012 2011 2012 2011

A rent agreement has been concluded with notice of termination 

of six months equivalent to 1,127 2,596 1,102 1,528

Other lease contracts -               -               -               -               

Lease commitment, operational lease 64            131 64            131

Total 1,191 2,727 1,167 1,659

Other obligations are due as follows:

Up to one year 1,191 2,667 1,167 1,599

One to five years -               60 -               60

Total 1,191 2,727 1,167 1,659

Group Parent

 
 
The Parent has an obligation to finance Topotarget Switzerland S.A.’s activities for a period 
of 12 months from the balance sheet date. 
 
An agreement has been made with an investment bank and certain members of 
management regarding remuneration upon a potential successful sale of the majority of 
the company shares. The remuneration of management is mentioned in Note 22.  
 
Note 22. Related parties 
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Related parties include the following: 
 
Group and Parent: 
 
Shareholders 
HealthCap funds, Stockholm, cf. Note 24 
2012: No transactions 
2011: No transactions 
 
The company’s Board of Directors and senior management 
2012: Remuneration and salaries, cf. Note 6 
2012: Shares and warrants, see section on the Board of Directors  
2011: Remuneration and salaries, cf. Note 6 
2011: Shares and warrants, see section on the Board of Directors  
 
Orfacare Consulting, a company related to the Chairman of the Board, provides 
consultation regarding a potential sale of the majority of the company shares. Both 
Orfacare and Topotarget’s CEO are entitled to receive compensation upon completion of a 
successful transfer of shares. The compensation for each party is calculated on a 
percentage of the value increase for the shareholders in a transfer of shares and it is 
capped at DKK 15 million each.  
 
Other related parties 
2012: Related parties to the Board of Directors and the executive management have 
received remuneration of TDKK 175 and warrants of TDKK 0. 
2011: Related parties to the Board of Directors and the executive management have 
received remuneration of TDKK 715 and warrants of TDKK 0. 
 
For the Parent Company: 
 
The subsidiary Topotarget UK Limited 
2012: Intra-Group balance of TDKK 33 and interest on the intra-Group balance of TDKK 4 
2011: Intra-Group balance of TDKK 4 and interest on the intra-Group balance of TDKK 78 
 
The subsidiary Topotarget Germany AG 
2012: Intra-Group balance of TDKK 22 and interest on the intra-Group balance of TDKK 1 
2011: Intra-Group balance of TDKK 20 and interest on the intra-Group balance of TDKK1 
 
The subsidiary Topotarget USA, Inc. 
2012: Intra-Group balance of TDKK 0 and interest on the intra-Group balance of TDKK 0 
2011: Intra-Group balance of TDKK 0 and interest on the intra-Group balance of TDKK 5,763 
 
The subsidiary Topotarget Switzerland S.A. 
2012: Intra-Group balance of TDKK 159,428 and interest on the intra-Group balance of 
TDKK 3,196 
2011: Intra-Group balance of TDKK 155,150 and interest on the intra-Group balance of 
TDKK 2,826 
 
The subsidiary Topotarget Netherlands B.V. 
2012: Intra-Group balance of TDKK 0 and interest on the intra-Group balance of TDKK 0 
2011: Intra-Group balance of TDKK (18) and interest on the intra-Group balance of TDKK 1 
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Movements in intercompany balances all consist of transfer of cash to finance activities in 
subsidiaries. 
 
Annual report 2013 
 

Note 3. Revenues

DKK '000 2013 2012 2013 2012

Sale of goods -            750 -            750

Sale of services 1,600       1,645 1,600       1,645

Milestone payments 6,738       -                 6,738       -                 

Licens income -             -            -             1403

Total 8,338 2,395 8,338 3,798

Group Parent

 
 
Note 19. Other financials  
Included in the current and non-current liabilities is the potential milestone payment of 
USD 3.0 million to Celldex Therapeutics (former CuraGen) (2012: USD 3.0 million) in relation 
to the purchase of the full belinostat rights in April 2008. These are measured at present 
value.  
 
The potential milestone payment of USD 3.0 million to Celldex Therapeutics (former 
CuraGen) is classified as respectively short-term and long-term liability. 
 

Note 21. Other commitments

DKK '000 2013 2012 2013 2012

A rent agreement has been concluded with notice of termination 

of six months equivalent to 983          1,127 944             1,102

Other lease contracts -               -               -                   -               

Lease commitment, operational lease 360          64 360             64

Total 1,343 1,191 1,304 1,166

Other obligations are due as follows:

Up to one year 1,116      1,191 1,077          1,166

One to five years 227          -               227             -               

Total 1,343 1,191 1,304 1,166

Group Parent

 
 
The Parent has an obligation to finance Topotarget Switzerland S.A.’s activities for a period 
of 12 months from the balance sheet date. 
 
An agreement has been made with an investment bank and certain members of 
management regarding remuneration upon a potential successful sale of the majority of 
the company shares. The remuneration of management is mentioned in Note 22.  
 
Note 22. Related parties 
 
Related parties include the following: 
 
Group and Parent: 
 
Shareholders 
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HealthCap funds (Odlander Fredrikson & Co AB), cf. Note 23 
2013: No transactions 
2012: No transactions 
 
Board of Directors and Executive Management 
2013: Remuneration and salaries, cf. Note 6 
2013: Shares and warrants, see section on the Board of Directors on page 12 
2012: Remuneration and salaries, cf. Note 6 
2012: Shares and warrants, see section on the Board of Directors on note 12 
 
Orfacare Consulting, a company related to the Chairman of the Board, provides 
consultation regarding strategic M&A initiatives involving the company’s shares. Both 
Orfacare and Topotarget’s CEO are entitled to receive compensation upon the completion 
of a successful M&A transaction whereby at least 50% of the company’s shares is acquired 
including as well a merger involving the company. The compensation for each party is 
calculated on a percentage of the value increase for the shareholders in case of a successful 
M&A transaction and it is capped at DKK 15 million each. 
 
Other related parties 
2013: Related parties to the Board of Directors and the Executive Management have 
received remuneration of TDKK435 and warrants of TDKK 0. KW Biotech consulting LLC, a 
company related to the independent board member Karsten Witt, has provided scientific 
advice. The company is entitled to receive compensation per hour. 
2012: Related parties to the Board of Directors and the Executive Management have 
received remuneration of TDKK 175 and warrants of TDKK 0. 
 
For the Parent Company: 
 
The subsidiary Topotarget UK Limited 
2013: Intra-Group balance of TDKK 1,230 and interest on the intra-Group balance of TDKK 
14 
2012: Intra-Group balance of TDKK 33 and interest on the intra-Group balance of TDKK 4 
 
The subsidiary Topotarget Germany AG 
2013: Intra-Group balance of TDKK 23 and interest on the intra-Group balance of TDKK 1 
2012: Intra-Group balance of TDKK 22 and interest on the intra-Group balance of TDKK 1 
 
The subsidiary Topotarget Switzerland S.A. 
2013: Intra-Group balance of TDKK 165,779 and interest on the intra-Group balance of 
TDKK 7,996 
2012: Intra-Group balance of TDKK 159,428 and interest on the intra-Group balance of 
TDKK 3,196 
 
Movements in intercompany balances all consist of transfer of cash to finance activities in 
subsidiaries 
 
26. Proceeds from capital increases 
 
In 2013 proceeds from capital increase amounted to TDKK 25,494. 
There have been no transactions in 2012. 
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6.5.3. Subsidiaries and shareholdings 

 

Company Registered office % of shares owned 

Topotarget UK Ltd. 7200 The Quorum 
Oxford Business Park North 
Garsington Road 
Oxford OX4 2JZ 
United Kingdom 

100% 

Topotarget Switzerland S.A. Av. De Sévelin 18-20 
1004 Lausanne 
Switzerland 

100% 

Topotarget Germany AB Paul-Ehrlich-Str. 42 
60596 Frankfurt am Main 
Germany 

100% 

 
6.6. Information relating to recent developments in Topotarget 

 
Spectrum Pharmaceuticals filed an NDA with the FDA end 2013 and Topotarget received 
the expected milestone payment of USD 10 million and 1 million Spectrum Pharmaceuticals 
shares in Q1 2014. No other significant event has occurred since 31/12-2013.  
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Content

 Topotarget strives towards establishing belinostat  as one of the most 
successful HDAC inhibitors in selected indications. In particular, we aim to:

•   Finalize the late-stage PTCL and CUP studies

•   Submit an NDA to the FDA for  belinostat in PTCL together with our partner 
Spectrum Pharmaceuticals

•   Explore commercial opportunities outside the US, including Europe, Asia/
Pacific, Latin America, and the rest of the world, in order to maximize the 
value of belinostat

•   Unlock the full potential for  belinostat by initiating further clinical studies 
in the most advantageous indications within hematology and solid tumor 
oncology, based on the data from the PTCL and CUP studies

Strategy for 2012 and beyond

 2  Financial highlights and ratios

 3 Management letter to shareholders

 5  Global Oncology Advisory Board

 6  Belinostat
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 20 Corporate Governance

 22  Corporate Social Responsibility
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 32 Independent auditors’ report
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 39  Notes



Inge Holm laurItzen
VP BD&L /
Strategic Planning

FrancoIs martelet
CEO

elIsabetH V. carstensen
Director of Pharmaceutical 
Operations

axel mescHeder
CMDO

anders FInk VadsHolt
CFO



Financial highlights and ratios

dkk ‘ 000 2011 2010 2009 2008 2007

Financial highlights and ratios*) 

Consolidated financial highlights and ratios

Revenue 65,598 107,826 43,979 43,890 44,890

Research and development costs  (54,345) (71,608) (89,884) (146,906) (129,111)

Write-down of research and development projects - (189,541) (21,200) (93,500) -

Sales and distribution costs - - (29,136) (44,796) (57,722)

Operating loss (31,352) (197,543) (132,492) (294,371) (219,801)

Net financials 1,087 68,773 (10,250) (11,737) 5,754

Net loss from continued operations (29,012) (84,785) - - -

Net loss discontinued operations  (3,999) 29,096 - - -

Total comprehensive income for the year (33,011) (55,689) (140,464) (301,209) (211,600)

Basic and diluted EPS continued operations (0.22) (0.64)   

Basic and diluted EPS continued and discontinued operations (0.25) (0.42) (1.41) (4.68) (3.92)

Consolidated balance sheets 

Cash and cash equivalents 114,302 205,068 130,145 107,998 403,617

Equity 330,729 360,219 411,798  429,376 665,068 

Total assets 370,476 465,824 585,413  619,032 834,175 

Investment in tangible assets (net) (1,844) (1,633) 2,016  (164) (7,965)

Consolidated cash flow statement

Cash flows from operating activities (88,847) 40,101 (99,197) (169,545) (208,933)

Cash flows from investing activities (1,919) 34,686 37,861 (44,366) 25,666

Cash flows from financing activities - 138 118,780 (499) 332,026

Consolidated ratios

Number of fully paid shares, year-end 132,652,050 132,652,050 132,609,020 66,304,510 61,304,510

Average number of shares for the period 132,652,050 132,640,379 99,456,765 64,323,636 53,955,186

Assets/equity 1.1 1.3 1.4 1.4 1.2

Market price, year-end (DKK) 2.51 3.57 2.59 3.62 16.76

Net asset value per share (DKK) 2.49 2.73 3.11 6.48 10.85

Average number of full-time employees 42 50 58 109 141

*)  The figures for 2007 also include  Topotarget Switzerland S.A. from June 27, 2007 
Finally the figures for 2008 also include  Topotarget Netherlands B.V. from January 1, 2008

Figures for 2010 has been changed as Savene® and Totect® activities now are presented as discontinued operations. Other years are presented  
as continued operations.
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Management letter to shareholders

During 2011,   Topotarget A/S took further 
transformative steps towards ensuring a 
cost-effective organization fully focused 
on  belinostat and the future. Two vital 
events included the reorganization plan 
for  Topotarget  followed by the divestiture 
of all remaining Savene®/Totect® activities 
in North and South America including the 
US subsidiary. Both initiatives represent 
signi ficant steps that will allow us to de-
vote our focus on the late-stage clinical 
development and commercialization of 
 belinostat, in line with our core strategy 
and commitment to our shareholders, and 
ensure a cost-effective operational struc-
ture for this purpose.

2011 was also the year when we esta-
blished a Global Oncology Advisory Board 
(GOAB) intended to improve the under-
standing of the pre-clinical and clini-
cal work of belinostat , to assist in creat-
ing effective development strategies for 
belinostat , and to provide advice on the 
best possible design regarding potential 
new clinical studies to be initiated. Hence, 
we will make utmost use of our GOAB to 
discuss and identify the most advanta-
geous indications and optimal develop-
ment strategies for  belinostat. The GOAB is 
led by Professor Jean-Louis Misset.

Throughout 2011,  Topotarget presented 15 
abstracts, including presentations held at 
the ASCO (annual meeting of the Ameri-
can Society of Clinical Oncology), ESMO 
(European Multidisciplinary Cancer Con-
gress), and ASH (American Society of He-

matology) conferences. Further, we made 
important progress in our clinical devel-
opment studies, and we remain on track 
with the clinical development of  belinostat 
within both hematological cancer indica-
tions and solid tumors.

Our overarching strategy is to develop 
 belinostat in indications in which we have 
strong reasons to believe potential clinical 
efficacy exists, and to establish  belinostat 
as one of the most successful HDAC in-
hibitors within these indications. Further, 
we remain focused on maintaining a cost-
effective operational structure.

clinical progress in Ptcl  
– belIeF study
Belinostat  is currently in a registrational, 
pivotal trial for the treatment of relapsed 
or refractory PTCL (peripheral T-cell lym-
phoma), which is sponsored, conducted, 
and finalized by our partner, Spectrum 
Pharmaceuticals, Inc. This study in a he-
matological cancer indication is considered 
the main value driver of  Topotarget.

A key milestone was reached in Septem-
ber 2011, when  Topotarget and Spectrum 
Pharmaceuticals achieved the target en-
rollment of 129 patients for the pivotal 
BELIEF trial.  Topotarget is expecting top-
line phase IIb data to be announced by 
Spectrum Pharmaceuticals in the second 
half of 2012. A subsequent New Drug Ap-
plication (NDA) submission to the FDA is 
expected by the end of 2012, with an esti-
mated approval from the FDA during 2013.

In addition to PTCL, we believe that  
 belinostat may hold potential for other 
oncology indications (e.g. for MDS (mye-
lodysplastic syndromes)) and support our 
commitment to developing novel treat-
ments for lymphoma. Further, it is also 
 Topotarget’s strategy to seek to maximize 
the commercial potential of  belinostat 
through exploration of the best strategic 
opportunities outside the US.

clinical progress in cuP  
– cln-17 study
The CLN-17 study in CUP (cancer of un-
known primary) within solid tumors is cur-
rently in a randomized phase II clinical 
study. The CUP study is fully sponsored by 
 Topotarget.

 Topotarget is currently awaiting the study’s 
progression-free survival (PFS) results to 
be available. These results will provide im-
portant evidence of  belinostat’s potential 
and may guide us in regard to which be-
nefits the HDAC inhibitor may add in terms 
of efficacy in an established chemotherapy 
regimen (BelCaP). The obtained results 
will therefore be used to evaluate and 
potentially support further clinical studies 
in other solid tumor indications, including 
cancers related to bladder, ovarian, colo-
rectal, and NSCLC (non-small cell lung 
cancer).

Top-line data from the CUP study is ex-
pected to be reported during the first half 
of 2012.

other clinical studies 
 Topotarget’s other clinical studies in-
clude seven on-going clinical studies with  
 belinostat, conducted by both  Topotarget 
alone, in collaboration with Spectrum 
Pharmaceuticals, and several studies in 
collaboration with other partners, includ-
ing the NCI (National Cancer Institute, 
USA).

reorganization
A reorganization plan was initiated during 
December 2011 as a proactive and neces-
sary step to secure financing capabilities 
of our main activities until expected sig-
nificant milestone payments related to the 
 belinostat development in PTCL. 

The main elements in the initiated re-
organization included:

•	 Directing relevant development  
efforts and investments into the  

Francois Martelet
Chief Executive Officer
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finalization of the PTCL pivotal study 
for belinostat  and the subsequent NDA 
filing to gether with  Topotarget’s partner, 
Spectrum  Pharmaceuticals

•	 Finalizing the randomized phase II CUP 
study for  belinostat

•	 Continuing the clinical development 
of  belinostat in solid tumor diseases, 
e.g. NSCLC and hematological cancer 
indications. These studies are run by 
 Topotarget in collaboration with the 
NCI and other entities

•	 Divestiture of the Totect®-related  
operations in the US

•	 Reducing the number of employees in 
Denmark by approximately 40%

divestiture of totect®

In late December 2011,  Topotarget an-
nounced the completion of the divestiture 
of Totect® to Apricus Biosciences, Inc.

The divestiture was made in line with our 
core strategy to focus on the late-stage 
clinical development and commercializa-
tion of  belinostat, as well as maintaining a 
cost-effective operational structure.

looking forward
2012 will be another exciting year for 
 Topotarget, where our dedicated clinical 
focus will be concentrated on Topotarget’s 
two late-stage clinical belinostat studies 
within PTCL and CUP, which remain our 
two most important value drivers, where 
the main objective is to complete a timely 
submission of an NDA to the FDA for PTCL.

We are dedicated to the clinical develop-
ment of innovative treatment concepts for 
malignant diseases. Cancer remains one of 
the most relevant challenges in medicine 
with many patients suffering from the pro-
gression of the disease, aggressive treat-
ment regimens, and resulting sequelae. 
Belinostat  is aiming to improve patients’ 

Ptcl – belIeF study 
•	 Phase IIb
•	 Registrational and pivotal study with 

129 patients enrolled (complete)
•	 Study sponsored, conducted, and 

finalized by partner, Spectrum  
Pharmaceuticals

•	  Topotarget is expecting top-line 
phase IIb data to be announced by 
Spectrum Pharmaceuticals in H2 
2012

•	 NDA submission to the FDA ex-
pected by end 2012, with estimated 
approval in 2013

•	 Expected milestone payments from 
Spectrum Pharmaceuticals: 

1.  Following FDA acceptance of NDA 
(one million shares of common stock 
in Spectrum Pharmaceuticals, and 
a double-digit million USD cash 
payment)

2.  Upon FDA approval (double-digit 
million USD cash payment)

•	 Following market launch,  Topotarget 
will receive double-digit royalty  
payments from Spectrum 
Pharmaceuticals 

•	 Possibility of subsequent drug ap-
proval in emerging markets for PTCL 
indication (provided FDA approval)

•	  Topotarget pursues partnerships 
regarding Europe, Asia/Pacific, Latin 
America, and in the rest of the world 
(ROW)

•	 Potential value of  belinostat may 
exist in other liquid tumor indica-
tions, e.g. MDS

cuP clinical study (cln-17)
•	 Phase II
•	 Randomized, controlled study with  

89 patients enrolled (complete)
•	 Fully sponsored by  Topotarget
•	 Announcement of top-line phase II 

data expected in H1 2012

•	 Based on the design and modest 
powering of the CUP study, the study 
does not serve as a registration study

•	 However, an obtained PFS improve-
ment rate of 20-40% will be viewed 
as a positive trend warranting further 
studies in this indication

other clinical studies
•	 Seven clinical studies with  belinostat 

on-going, conducted by both 
 Topotarget alone, in collaboration 
with Spectrum Pharmaceuticals, and 
several in collaboration with other 
partners, including the NCI

•	 Phase II clinical studies expected 
to be initiated in bladder and MDS, 
respectively, during 2013

Value drivers

P
TC

L  
    

                 CU
P

Other clinical stu
dies

outcome combined with a favorable safety 
and tolerability profile. We focus our clinical 
development on the treatment of malig-
nancies with a, still, highly unmet medical 
need. It is our aim to provide a meaningful 
contribution for the benefit of the patients.

Finally, I wish to thank our employees for 
their hard and dedicated work during 2011 
and to express my gratitude to our share-
holders for their continued support.
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Global Oncology Advisory Board

Jean-louIs mIsset
Chairman

Jean-Louis Misset is Professor of Oncology 
at the University and at the St. Louis Hos-
pital Oncology Division in Paris, France. 
Professor Misset has a strong oncology 
background as an advisor in the field of 
drug development.

As a member of many scientific boards 
and as an advisor, Professor Misset has ex-
tended experience with the clinical devel-
opment of drugs, including Eloxatin® (Sa-

alaIn catalIn mIta
GOAB member

MD, Co-Director of the Experimental Ther-
apeutics Program at the Samuel Oschin 
Comprehensive Cancer Center, Cedars-
Sinai  Medical Center, Los Angeles, Califor-
nia, USA.

danIel d. Von HoFF
GOAB member

MD, F.A.C.P., Physician in Chief, Senior In-
vestigator and Director of Clinical Transla-
tional Research Division at TGen (Transla-
tional Genomics Research Institute), USA.

Hans-JoacHIm scHmoll
GOAB member

MD, Professor of Internal Medicine and Di-
rector of the Department of Hematology 
and Oncology at the Martin Luther Uni-
versity, Halle-Wittenberg, Germany.

mattI aaPro
GOAB member

MD, Director of the Multidisciplinary On-
cology Institute at the Clinique de Genolier 
in Genolier, Switzerland.

nofi), Topotecan® (SmithKlineBeecham), 
Taxotere® (Aventis), Alimta® (Eli Lilly), and 
Herceptin® (Roche).

Jean-Louis Misset has published more 
than 200 publications in internationally 
well-known referenced journals.
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Belinostat 
– put into perspective
By Professor Jean-Louis Misset*)

Cancer cells are characterized by dysfunc-
tion of regulatory proteins driving the cel-
lular processes of proliferation, differentia-
tion, and cell death. Dysfunction may be 
consecutive to various abnormalities. The 
gene coding for the protein may be muta-
ted giving rise to proteins that can be either 
non- or over-functional. Gene rearrange-
ments can give rise to fusion proteins, also 
non- or over-functional. The gene may be 
partially deleted resulting in a truncated, 
either non-functional protein or even mis-
sing. Finally, the gene may be amplified 
and/or overexpressed resulting in an excess 
of functional protein as observed in Her2 
positive breast cancer.

mechanisms contributing  
to oncogenesis 
Modification of the activation of certain 
genes, but not the basic structure of the 
DNA, can also be modified in cancer cells. 
In addition, even if the protein of interest 
is qualitatively and quantitatively normal, 
it remains subject to physiologic regulation 
processes through allosteric mechanisms 
affecting protein function through modi-
fication of its quaternary structure. These 
mechanisms such as phoshorylation- 
dephosphorylation and acetylation- 
deacetylation are also referred to as epige-
netics. They can also be modified in cancer 
cells and contribute to the oncogenesis. 

Histones in general  
as anti-tumor agents
Histones belong to a family of nuclear 
proteins which regulates protein transla-
tion and expression. When histones are 
acetylated, they are “open” for the access 
to the DNA for the enzymatic machinery 
for translation which allows protein syn-
thesis. When deacetylated, histones wind 
up around DNA precluding access for the 
translation enzymatic machinery thus in-
hibiting protein expression. Histone dea-
cetylases have consistently been shown to 
be overexpressed in a large variety of can-
cer cells, making their inhibition a potential 

epigenetic therapeutic target. The universal 
implication of histone deacetylase (HDAC) 
in oncogenesis suggests that targeting 
HDAC may have wide applications, both 
in the field of hematological malignancies 
as well as in solid tumors. Indeed, HDAC 
inhibitors (HDACi) have proven to be active 
anti-tumor agents in a large variety of pre-
clinical models, in vitro and in vivo.

– and belinostat  in particular
Belinostat  is an HDACi belonging to the 
family of hydroxamic acid and is the lead 
product of  Topotarget. As compared to 
other HDACi undergoing pre-clinical or 
clinical development, it has several ad-
vantages. First, on a molecular basis, 
belinostat  is much more potent than many 
other HDACis, including several belonging 
to the same chemical family. Second, it has 
a much wider spectrum of anti-tumor acti-
vity: Not a single cancer cell line has been 
resistant to belinostat . Third, the safety pro-
file has proven to be highly favorable, both 
in pre-clinical animal models and in the 
frame of already acquired clinical experi-
ence. For example, full doses of belinostat  
(1000mg/m2/day) could be combined with 
full doses of the widely used combination 
of carboplatin+paclitaxel without addi-
tional toxicity. This observation has been 
confirmed with many other chemotherapy 
drugs or combinations.

clinical experience with belinostat 
Clinical experience of belinostat  includes 
several large clinical studies paving the way 
to registration, and a large array of sup-
porting evidence in many hematological 
malignancies and solid tumors on smaller 
numbers of patients. A large phase II study 
(129 patients enrolled) on peripheral T-cell 
lymphoma (PTCL) has completed accrual. 
The results are presently being analyzed 
and will be submitted to regulatory agen-
cies. A randomized, controlled phase II 
study on cancer of unknown primary (CUP) 
comparing carboplatin and paclitaxel with 
or without belinostat  has also completed 

accrual. Results will be available within a 
few months and may guide the further de-
velopment of combination therapy in solid 
malignancies.

Additional supporting evidence includes 
encouraging early data on hematologi-
cal malignancies such as cutaneous T-
cell lymphoma (CTCL), relapsed acute 
myeloid leukemia (AML), myelodysplastic 
syndromes (MDS), and multiple myeloma 
(MM). Signals of clinical activity and a fa-
vorable safety profile have been observed 
in a number of solid tumors, such as ovar-
ian cancer, including tumors resistant to 
platinum, bladder cancer, lung cancer, 
thymoma, hepatocellular cancer, and 
colorectal cancer.

global oncology advisory board
 Topotarget’s management has sought sci-
entific advice from a wide range of inter-
nationally acknowledged clinical experts 
within the field of new drug development 
or various malignancies targeted in the de-
velopment of belinostat . In 2011, several 
meetings involving high-caliber, interna-
tional experts were performed.

Future prospects
Future prospects for belinostat  may include 
further investigation of the administration 
and dosing seeking to alleviate the incon-
veniency of a five-day infusion schedule. 
Above all, the development of belinostat  
may provide patients and physicians with a 
new therapeutic opportunity based on an 
innovative mechanism of action and well-
tolerated treatment in malignancies fa cing 
unmet needs in hematology and solid tu-
mors. Belinostat  has the potential to in-
crease survival and improve the outcome 
for cancer patients in many cases. This will 
require completion of pivotal registration 
studies, which are presently in considera-
tion in the above-mentioned clinical situ-
ations. Conclusively, belinostat  appears to 
be one of the promising new drugs in the 
field of oncology and targeted therapies. 

*)  Chairman of  Topotarget's Global Oncology Advisory Board 
Professor of Oncology at the St. Louis Hospital Oncology Division in Paris, France
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Belinostat

mode of action
 Belinostat belongs to a class of anti-
cancer agents, HDACi, which by enzymatic 
process (acetylation) works to normalize 
the abnormal gene function pattern char-
acteristic of cancer cells.

Belinostat  is a strong member of the HDACi 
group as it:

•	  Has demonstrated anti-cancer activity 
against a variety of human tumors

•	  Is well-tolerated with minimal or no 
impact on bone marrow function 

•	  Can be administered both by infusion 
and orally

clinical use
Following extensive testing in the labora-
tory and in animal models with human 
tumors, the first-in-man clinical study was 
successfully completed in 2006. Belinostat  
has since been investigated in 30 clinical 
studies as monotherapy and in combina-
tion chemotherapy and more than 1050 
patients have been exposed to the drug. 

Overall, patients have experienced clinical 
benefit from both  belinostat monotherapy 
and in combination with other anti-cancer 
agents, as defined by objective responses 
or prolonged stabilization of disease. Clini-
cal benefit has been observed in patients 
with solid tumors and hematological ma-
lignancies. The favorable safety profile for 
both intravenously and orally adminis-
tered  belinostat and the encouraging anti-
tumor activity indicates a favorable risk/
benefit ratio and justifies the continued 
development of  belinostat in multiple so-
lid tumor and hematological malignancy 
indications.

The clinical study program of on-going or 
recently completed studies includes:

Hematological diseases
•	 Peripheral T-cell lymphoma (PTCL)
•	 Myelodysplastic syndrome (MDS)
•	 Acute myeloid leukemia (AML)

solid tumor indications
•	  Cancer of unknown primary (CUP)
•	  Bladder cancer

•	  Ovarian cancer
•	  Liver cancer (HCC)
•	  Soft tissue sarcoma (STS)
•	  Thymoma
•	  Non-small cell lung cancer (NSCLC)
•	  Colorectal cancer (CRC)

Histone DeACetylase inhibitors (HDACi)

Bypassing natural apoptosis is a hallmark of the cancer disease 

main characteristics of belinostat
•	 ”Turns on” suppressor genes 

– Inhibiting HDACs activate silenced genes 
– Some of these are apoptotic (cell death) genes  
– Activation causes selective cancer cell death

•	  ”Turns off” oncogenes 
– Results in inhibitions of cancer cell growth

other mechanisms of action
•	 Inhibition of the growth and development of new blood vessels,  

in effect starving cancer cells
•	 Induction of immune system to target cancer cells
•	 Interacts with for example tubulin, thus synergizing with various  

chemotherapies and potentially overcoming drug resistance,  
which is the main reason for failure of cancer treatment

Active
Genes

HDACS
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safety profile
Belinostat  has an excellent safety profile 
as one of the drug’s key characteristics. In 
clinical trials, comprising more than 1050 
patients,  belinostat is well-tolerated. The 
most frequently reported adverse events 
are mild and manageable. 

Belinostat  has been administered as mo-
notherapy and combination therapy for 
the treatment of the cancers. The combi-
nation therapies include idarubicin, doxo-
rubicin, 5-fluorouracil, carboplatin/pacli-
taxel, and bortezomib. Considering the 
cancers treated and the chemotherapies 

used in combination therapy studies, the 
adverse events observed are acceptable. 

Compared to other HDACis,  belinostat’s 
preliminary safety data show lower inci-
dences of the grade 3-4 adverse events 
(AE) within the most commonly reported 
AEs (nausea, fatigue, diarrhea, vomiting). 

In addition, other HDACis have significant 
side effects with hematological toxicity in 
drug combinations while  belinostat seem-
ingly does not.

Serious AEs related to  belinostat have 
been relatively infrequent and no clusters 
that suggest a significant risk for the pa-
tients can be identified.

In a safety analysis in patients treated with 
 belinostat as either mono- and/or combina-
tion therapy, the potential benefit of 
belinostat  treatment outweighs the risks for 
the patients. Considering the cancers 
treated, the benefit-risk ratio for  belinostat 
mono- and combination therapy appears 
favorable.

Cancer at a glance 

commercial perspectives
Cancer represents a significant unmet med-
ical need. Each year, more than 11 million 
people around the world are diagnosed 
with cancer. The World Health Organiza-
tion (WHO) projects an increase to 16 mil-
lion people a year over the next 15 years.

The majority of cancer patients die within a 
short time span of diagnosis. Seven million 
people die from cancer every year, corre-
sponding to 13% of all deaths. The WHO 
projects an increase to 10 million by 2020.

Cancer is close to overtaking the position 
of cardiovascular diseases as the disease 
with the highest mortality rate in the west-
ern world, where the most common forms 
of lethal cancer are prostate cancer, breast 
cancer, lung cancer, and colorectal cancer.

Compared to other HDACis,  belinostat’s 
preliminary safety data show lower 
incidences of grade 3-4 adverse events*)

Trial definition

Phase I is the initial introduction of the drug candidate into healthy human vol-
unteer subjects or patients with the disease. These studies are designed to deter-
mine the safety and side effects associated with increasing dosages, absorption, 
metabolism, distribution and excretion, pharmacologic and mechanism of action 
of the drug candidate in humans, and, if possible, to gain early evidence of ef-
fectiveness. Sufficient information about a drug candidate’s pharmacokinetics and 
pharmacological effects should be obtained in order to design well-controlled, 
scientifically valid phase II studies.

Phase II involves clinical studies conducted to evaluate the effectiveness of the drug 
candidate for a particular indication in patients with the disease or condition under 
study and to determine the common short-term side effects and risks associated with 
the drug candidate. These studies are typically closely monitored and conducted in a 
relatively small number of patients, usually involving a couple of hundred patients.

Phase III studies are performed after preliminary evidence suggesting that effec-
tiveness of the drug candidate has been obtained. Phase III studies are intended 
to generate additional information about the drug candidate’s effectiveness and 
safety that is required to evaluate the overall benefit-risk relationship of the drug 
candidate and to provide an adequate basis for labeling. The studies may include 
anything from several hundred to several thousand subjects.

Phase IV studies are undertaken after a drug has been granted a marketing 
authorization. The main reasons for running phase IV studies are to find out more 
about the side effects and safety of the drug, to conduct risk-benefit assessments 
in a larger and more heterogeneous population than what is seen during clinical 
development. 

*) Although no direct comparisson has been made

Topotarget  •  Annual report 2011  Belinostat 9



The strong growth in global sales of can-
cer therapeutics witnessed within the past 
few years is primarily due to the launch 
of a number of new and highly specific 
targeted anti-cancer drugs. In 2006, the 
global expenditure for oncology drugs 
was USD 44 billion, up from USD 12 billion 
in 2000 and the expenditure increased to 
USD 65 billion in 2010 and is expected to 
increase by USD 72 billion in 2012.

In the years ahead, a continuing trend 
towards more targeted cancer therapies is 
expected. Additionally, a large number of 
more biologically specific cancer drugs will 
reach the market, further expanding the 
market for cancer therapeutics.  Topotarget  
considers itself an important player in the 
targeted cancer therapeutics market and is 
committed to making a substantial contri-
bution to the development of more effec-
tive anti-cancer drugs.

Indications and clinical program
The final spectrum of indications to be 
pursued in the future development pro-
gram is subject to the ultimate evaluation 
of the results from the many on-going 
studies. So far, 20 phase II studies have 
been initiated by  Topotarget and its part-
ner, Spectrum Pharmaceuticals, the NCI 
in addition to some investigator-initiated 
studies in PTCL, MDS, CUP, ovarian cancer, 
HCC, STS, thymoma, and NSCLC.

the clinical trial process
 Topotarget has allocated most of its re-
sources in the clinical study process. All 
clinical studies must be conducted by 
qualified investigators in accordance with 
Good Clinical Practice’s (GCP) regulations. 
Clinical studies are typically conducted 
in three and sometimes four sequential 
phases that, however, often overlap or are 
combined. 

     randomized     
     phase II or  enrollment  time 
Indication study sponsor Phase I Phase II pivotal target # status milestone frame 

PTCL
 BELIEF 

SPPI*) 
    

100-120
 

Completed
 Top-line results 

2012
 

 (CLN-19)       NDA filing 

CUP CLN-17 TT**)     88 Completed Top-line results H1 2012

NSCLC SPI-1014-Bel SPPI/TT
    

35 Recruiting
 Recruitment  

-
 

        completed 

       Phase I  Results  

Solid + STS CLN-14 TT
    

55
 completed stage I 

H1 2012  

       Phase II LPFV stage I  

       recruiting in phase II

Drug-Drug CLN-20 SPPI/TT    39 Recruiting Top-line results  2012 

interaction

Solid tumors CLN-9 TT    92 Completed Scientific publication 2012

Lymphoma CLN-9 TT    30 Completed Top-line results 2012

 belInostat key clInIcal studIes ( toPotarget or sPectrum PHarmaceutIcals)

*) Spectrum Pharmaceuticals
**)  Topotarget
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with a poor prognosis of expected survival 
of approximately two years from diagnosis. 
The projections from annual cancer inci-
dences point to 15,500 new ca ses of PTCL 
in the US, Japan, and in top-5 EU countries. 

cln-6, a phase II clinical study of 
belinostat  in patients with recurrent or re-
fractory CTCL and PTCL. In this early clini-
cal study, patients with either CTCL or PTCL 
were treated with i.v.  belinostat monother-
apy. A total of 25 patients with PTCL were 
enrolled and of 19 evaluable patients, six 
patients had a response (31.6%), two had 
complete remission, while four had par-

Belinostat clinical studies in 
malignant diseases

Since 2006, the clinical development pro-
gram of  belinostat*) comprises more than 
30 studies sponsored by  Topotarget and 
Spectrum Pharmaceuticals, the NCI in ad-
dition to some investigator-initiated stud-
ies. These studies are a mix of monother-
apy studies in hematological malignancies 
and in solid tumors. The early studies were 
designed to obtain information on how 
well  belinostat was tolerated by patients 
with cancer as a single agent.

Single agent  belinostat has been studied 
for both intravenous (i.v.) and oral ad-
ministration. Later studies have utilized a 
combination strategy where i.v. adminis-
tration of  belinostat has been combined 
with carboplatin+paclitaxel, anthracyclines 
such as idarubicin or doxorubicin, 5-fluoro-
uracil, azacytidine, or bortezomib.

Peripheral t-cell lymphoma (Ptcl)
PTCL is a hematological disease including 
a heterogeneous group of malignancies of 
T-cell origin that represents about 10-15% 
of all cases of non-Hodgkin’s lymphoma. It 
is an aggressive, high-grade type of cancer 

 Belinostat clinical studies in malignant diseases

 Peripheral T-cell lymphoma (PTCL)
 CLN-6
 CLN-19 (BELIEF study)
 Studies initiated in preparation for NDA filing
 CLN-20
 NCI8846
  Belinostat in treatment of advanced solid and  
 hematological tumors
 CLN-9

1.  belinostat in combination with carboplatin  
and paclitaxel (belcaP) p. 12

 Safety profile of BelCaP
a) BelCaP in CUP 
 CLN-17
b) BelCap in ovarian cancer 
 CLN-8 
 GOG-0126T
c) BelCap in bladder cancer 
 CLN-8
d) BelCaP in NSCLC 
 SPI-1014-Bel

2. belinostat in combination with anthracyclines p. 14
 Safety profile of belinostat in combination with anthracyclines
a) Belinostat + doxorubicin in STS 
 CLN-14
b) Belinostat + idarubicin in AML or MDS 
 CLN-15

3. belinostat in combination with 5-fluorouracil p. 14
  Safety profile of belinostat in combination with  

5-fluorouracil
 CLN-4

4. belinostat in combination with  
 azacitidine (Vidaza®) p. 15
 Safety profile of belinostat in combination with azacitidine 
a) NCI7258
b) NCI 7265
c) CLN-15
d) NCI7285

5. belinostat in combination with  
 bortezomib (Velcade®) p. 15
 Safety profile of belinostat in combination with bortezomib
a) CLN-5
b) NCI7281
c) CLN-16
d) MCC-12517

*)  PXD101 (belinostat) is the prefix of all clinical study names investigating belinostat, but will not be explicitly used in this annual report.

belInostat clInIcal study oVerVIew
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tial remission. The results were presented 
by the investigators during the American 
Society of Hematology’s (ASH) annual 
conference in 20091. The results from this 
trial lead to initiation of our pivotal study 
CLN-19. 

cln-19 (belIeF study), a multi-center, 
open-label study of i.v.  belinostat in pa-
tients with relapsed or refractory PTCL. The 
BELIEF study is a pivotal, open-label, mul-
ti-center, single-arm efficacy and safety 
study. In total, the study included approxi-
mately 100 clinical centers globally. The 
primary endpoint is the objective response 
rate (ORR). As communicated during 2011, 
 Topotarget obtained a positive recommen-
dation following the futility analysis by the 
Independent Data Monitoring Commit-
tee in March 20112 and a follow-up safety 
update meeting in November 2011. The 
BELIEF study is fully sponsored by our US 
partner Spectrum Pharmaceuticals and the 
expectation is to file an NDA to the FDA 
in the second half of 2012. The trial was 
initiated in December 20083. Enrollment of 
129 patients into this trial was completed in 
September 20114.

studies initiated in preparation  
for nda filing
Spectrum Pharmaceuticals and  Topotarget 
are committed to the NDA filing based 
on positive outcome of the BELIEF study. 
In preparation, a study, which looks at a 
possible drug-drug interaction (CLN-20) in 
addition to an NCI-sponsored (NCI8846) 
study in patients with impaired hepatic func-
tion, has been initiated. Both studies are 
on-going and use i.v.  belinostat given as 
monotherapy. Available data will be part 
of the safety package for the NDA filing.

cln-20, a phase I study of  belinostat in 
combination with warfarin in patients with 
solid tumors or hematological malignan-
cies. This drug-drug interaction study is 
conducted in the  Topotarget/Spectrum 

Pharmaceuticals collaboration. Approxi-
mately 39 patients are expected to be in-
cluded and the primary endpoint is safety.

ncI8846, a phase I pharmacokinetic study 
of  belinostat for solid tumors and lympho-
mas in patients with varying degrees of 
hepatic dysfunction. Up to 80 patients are 
expected to be included and the primary 
endpoint is safety.

belinostat in treatment of advanced 
solid and hematological tumors 
cln-9, an open-label, dose-escalation 
study of oral  belinostat in patients with 
advanced solid tumors. Later the protocol 
was amended to also include patients with 
hematological diseases.

Patient recruitment for the CLN-9 study 
was concluded in April 2011. The study is 
an open-label, non-randomized, multi-
center, dose-escalation phase I trial exa-
mining dose and schedule of the oral 
administration of  belinostat. In total, 92 
patients with refractory solid tumors and 
28 patients with lymphoma have been 
included in the study. The recommended 
dose levels are being evaluated through 
dose escalation of  belinostat from 250 to 
2000 mg/day and testing different dosing 
schedules such as daily for 28 days, daily 
for two weeks in a three-week cycle, and 
daily for five days in a three-week cycle. 
Initial results from the solid tumor part of 
the study was presented by the authors 
during ASCO in 20095 with the final results 
estimated to be submitted for publication 
in H1 2012 and safety data from the hema-
tological part of the study was presented 
by the investigators during the ASH an-
nual meeting in December 2011.

The favorable tolerability of oral  belinostat 
led to the inclusion of oral  belinostat as 
maintenance in the randomized phase II 
study in patients with CUP. This study will 
be described later.

belinostat in combination with …
1) Carboplatin and paclitaxel (BelCaP)
2) Antracyclines
3) 5-fluorouracil
4) Azacitidine (Vidaza®)
5) Bortezomib (Velcade®)

1.  belinostat in combination with 
carboplatin and paclitaxel (belcaP)

 Topotarget has performed pre-clinical ex-
periments and demonstrated encouraging 
synergies between  belinostat in combi-
nation with carboplatin or paclitaxel. The 
synergistic effect seems further enhanced 
using the triple combination of  belinostat, 
carboplatin, and paclitaxel (BelCaP). Car-
boplatin and paclitaxel are the backbone 
of anti-cancer treatment in many malig-
nancies i.e. CUP (1st-line treatment), NSCLC 
(1st-line treatment), ovarian cancer (2nd-line 
treatment), and bladder cancer (2nd-line 
treatment). 

The demonstrated pre-clinical synergy be-
tween these drugs and  belinostat has led 
to several studies where this combination 
has been included:

a) CLN-17 in CUP
b)  CLN-8 and GOG-0126T in ovarian 

cancer
c) CLN-8 in bladder cancer
d) SPI-1014-Bel in NSCLC 

safety profile of belcaP
In total, more than 150 patients have been 
treated with BelCaP without unexpected 
toxicity. Furthermore, it has been shown 
that  belinostat can be combined with full 
doses of the two anti-neoplastic drugs: 
Carboplatin and paclitaxel. Finally, in the 
on-going phase I/II study where BelCaP is 
given to previously untreated patients with 
NSCLC, the issue of potentially increasing 
the dose of  belinostat is addressed. 
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a)  belcaP in cuP
  CUP is by definition a cancer where the 

origin of the primary tumor remains 
un known despite the use of intensive 
diagnostic tools. The histological char-
acteristics detected in the biopsy yield 
some information of the origin, i.e. the 
tumor is either an adenocarcinoma, a 
squamous cell carcinoma, or an undif-
ferentiated or poorly differentiated car-
cinoma/adenocarcinoma. Approximate-
ly 2-5% of all solid tumors are CUP and 
despite treatment with chemotherapy 
most patients die within one year.

cln-17, an open-label randomized phase 
II study of  belinostat in combination with 
carboplatin and paclitaxel (BelCaP) com-
pared to carboplatin and paclitaxel in 
patients with previously untreated cancer 
of unknown primary. The study is a mul-
tinational, multi-center, randomized, com-
parative efficacy and safety study. Patients 
have been randomized to either BelCaP or 
CaP administered every 3rd week. In total, 
89 patients have been randomized and 
the study has been closed for recruitment 
as communicated in December 2010. The 
primary study endpoint is progression-
free survival (PFS), hence providing an 
estimate of the hazard ratio of treatment 
effect. Initial safety data were presented 
during ASCO 2010 and top-line results are 
expected in H1 2012.

b) belcaP in ovarian cancer
  Ovarian cancer is a growth of malig-

nant cells that begins in the ovaries 
(women’s reproductive glands). Ovar-
ian cancer is the fifth-leading cause of 
cancer-related deaths among women. 
In 2010, approximately 60,000 women 
in the US, Japan, and five major EU 
markets were diagnosed with ovarian 
cancer and about 40,000 women die 
of the disease every year.

cln-8, a phase I safety, pharmacodynamic, 
and pharmacokinetic study of intravenous-
ly administered  belinostat plus carboplatin 

or paclitaxel or both in patients with ad-
vanced solid tumors. After the maximal 
tolerated dose was found in the phase I 
part of the protocol, a cohort expansion 
was approved which included 35 women 
with ovarian cancer. The results have been 
presented at several major scientific meet-
ings, last time during ASCO 20088. The main 
results demonstrated that 15 patients (43%) 
responded to the combination treatment. 

gog-0126t, a phase II evaluation of  
 belinostat and carboplatin (not the BelCap 
combination) in the treatment of recurrent 
or persistent platinum-resistant ovarian, 
fallopian tube, or primary peritoneal can-
cer. This study, initiated by the Gynecologic 
Oncology Group (GOG) in the US, included 
patients that were resistant to both pacli-
taxel and platinum, therefore these pa-
tients were more refractory than patients 
in the CLN-8 study. The primary endpoint 
in the study was response rate and called 
for at least three responses. The study was 
evaluated after 27 evaluable patients had 
been included and two responses were 
seen. As the primary endpoint of three re-
sponses was not met, the study was termi-
nated as communicated in March 20119.

Collectively, the experience with  belinostat 
in the treatment of ovarian cancer is based 
on these two studies. The GOG terminated 
the phase II study of  belinostat and car-
boplatin in women with platinum-resistant 
ovarian cancer after the first stage due to 
a lack of responses. While disappointing, 
the result does not negate the activity of 
the triple drug combination of BelCaP ex-
plored in the CLN-8 study, but suggests 
that  belinostat may require the combina-
tion of both carboplatin and paclitaxel 
for maximal activity. The synergy between 

carboplatin, paclitaxel, and  belinostat has 
been demonstrated previously in an in 
vitro model system. The pre-clinical data 
coupled with the clinical data from the 
BelCaP study provides sufficient interest 
to carry forward further studies in ovarian 
cancer. Further investigation of the BelCaP 
combination may be conducted in very 
well-defined populations of women with 
ovarian cancer, stratified by platinum sen-
sitivity.

c)  belcaP in bladder cancer
  Bladder cancer originates from the 

bladder and the urinary tract affect-
ing more than one million people 
worldwide. It is the fourth most com-
mon malignancy in men and the 10th 
in women. The vast majority of the tu-
mors are low-grade and 90% of pa-
tients will survive more than 10 years.

cln-8, a phase I safety, pharmacody-
namic, and pharmacokinetic study of intra-
venously administered  belinostat plus car-
boplatin or paclitaxel or both in patients 
with advanced solid tumors. After the 
maximum tolerated dose was reached in 
the phase I part of the protocol, a cohort 
expansion was approved which included 
15 patients with heavily pretreated bladder 
cancer. The results have been presented at 
several major scientific meetings, last time 
during ESMO 201110. The main efficacy re-
sults were presented in 2008 and demon-
strated that of 14 evaluable patients, four 
(29%) responded to the treatment11.

d) belcaP in nsclc
  Non-small cell lung cancer (NSCLC) is 

the most common type of lung cancer 
accounting for more than 75% of all 
lung cancers. It is estimated that ap-

 Topotarget has demonstrated encouraging synergies 
between  belinostat in combination with carboplatin 
and paclitaxel in preclinical studies
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proximately 350,000 patients per year 
will be diagnosed with lung cancer in 
the US, Japan, and five major EU mar-
kets. Of these approximately 250,000 
patients will die from NSCLC. 

sPI-1014-bel, a phase I/II maximum to-
lerated dose study of  belinostat in combi-
nation with carboplatin plus paclitaxel in 
chemotherapy-naive patients with stage IV 
non-small cell lung cancer. This is a multi-
center, open-label, single-arm study. 

Patients will receive up to six cycles of 
combination therapy of  belinostat plus 
carboplatin (AUC 6) and paclitaxel 200 
mg/m2. A dose escalation study will be 
conducted, using traditional escalation 
rule of 3+3 design, during the first cycle of 
therapy to determine the maximum toler-
ated dose (MTD). The trial was initiated in 
March 201112 and it is expected that up to 35 
patients will be enrolled.

2)  belinostat in combination with 
anthracyclines

a)  CLN-14 with doxorubicin in patients 
with solid tumors and soft tissue sar-
coma (STS) in the expansion cohort

b)  CLN-15 with idarubicin in patients with 
acute myeloid leukemia (AML) or  
myelodysplastic syndrome (MDS)

safety profile of  belinostat in 
combination with anthracyclines
Collectively, the results demonstrate that 
the combination of  belinostat and anthra-
cyclines is safe and full doses of anthra-
cyclines can be given in combination with 
full doses of  belinostat.

a) belinostat + doxorubicin in sts
  Soft tissue sarcomas (STS) are defined 

by cancer in the soft tissues arising 
from mesenchymal cells such as mus-
cles, tendons, and blood vessels. It 
excludes sarcomas arising from bone. 
STS is a rare disease and less than 1% 
of all cancers are STS. 

cln-14, a phase I/II clinical study of 
belinostat  in combination with doxoru-
bicin in patients with STS. This open-la-
bel, multi-center, dose-escalation study 
was initiated to evaluate safety, efficacy, 
pharmacodynamics, and pharmacoki-
netics of the combination of belinostat  
with doxorubicin administered every third 
week. After the maximum tolerated dose 
of belinostat  in combination with doxoru-
bicin was established in patients with solid 
tumors, a cohort expansion was initiated 
in patients with STS. The cohort expan-
sion was planned in two stages, with 20 
patients to be included at the first stage, 
and since less than three patients showed 
response, no additional 20 patients were 
enrolled. The initial results from the phase 
I part of the study have been presented at 
AACR-NCI-EORTC 200813. The enrollment 
into the first part of the phase II has been 
completed and results are expected in H1 
2012. 

b)  belinostat + idarubicin in  
aml or mds

  Myelodysplastic syndrome (MDS) con-
stitutes a heterogeneous group of bone 
marrow diseases characterized by inef-
ficient hematopoiesis affecting one or 
more cell lines of the bone marrow. 
Most patients have anemia at diagnosis 
but a considerable number of patients 
have neutropenia and thrombocyto-
penia as well. Approximately 50% of 
patients have cytogenetic abnormali-
ties, which are of prime prognostic im-
portance. In some instances, MDS is 
caused by previous chemotherapy or 
radiation, so-called therapy-related 
MDS. These tend to have complex cy-
togenetics and a dismal prognosis. MDS 
is a rare disease accounting for slightly 
less than 1% of all malignancies. MDS 
may progress into acute myeloid leu-
kemia (AML). AML is characterized by 
deregulated proliferation of myeloid 
blasts with limited differentiation. AML 
affects both younger and elderly pa-
tients with a higher incidence of elderly 

patients (13-15/100,000). It is a highly 
heterogeneous disease in terms of mor-
phology, cytochemistry, immunophe-
notype, cytogenetics, and molecular 
abnormalities.

  Treatment outcomes for both MDS and 
AML still remain suboptimal. Most pa-
tients receiving chemotherapeutic regi-
men relapse and die due to the disease 
or associated complications. 

cln-15, a phase I/II clinical study of 
belinostat  in combination with idarubicin in 
patients with AML not suitable for standard 
intensive therapy. This open-label, non-
randomized, multi-center, phase I/II study 
was initiated to assess the efficacy and 
safety of two schedules of  belinostat in 
combination with idarubicin therapy in pa-
tients with AML (patients with MDS also in-
cluded) not suitable for standard intensive 
therapy. The initial results from the phase 
I part of the study were presented dur-
ing ASH 200814. Analysis of trial outcome 
showed higher response rates (partial and 
complete, 5/16 patients) for the group of 
patients receiving constant infusion thera-
py with  belinostat. Belinostat  was given as 
a 48-hour infusion.

3)  belinostat in combination with 
5-fluorouracil

The effect of  belinostat in combination 
with 5-fluorouracil (5-FU) has been inves-
tigated in CLN-4 in patients with solid tu-
mors and colorectal cancer in the expan-
sion cohort.

Colorectal cancer (CRC) belongs to one 
of the most frequent malignancies, ac-
counting for approximately 10% of all ma-
lignancies. CRC originates from either the 
colon or the rectum and the vast major-
ity is adenocarcinomas. Approximately a 
quarter of the patients have disseminated 
disease at the time of diagnosis, i.e. meta-
static disease (mCRC). Over the last couple 
of years, CRC has been divided into two 
nearly equal sized populations based on 
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whether the tumor cell expresses normal 
K-Ras or has the mutated form. Despite 
the use of targeted agents such as mon-
oclonal antibodies, the overall survival 
in patients with mCRC remains poor at 
around two years.

safety profile of  belinostat in 
combination with 5-fluorouracil
Belinostat  in combination with 5-FU has 
been generally well-tolerated up to 1000 
mg/m2/day belinostat  plus 250 mg/m2/day 
5-FU. Toxicities were generally ≤ grade 2.

cln-4, a phase I safety, pharmacody-
namic, anti-tumor activity, and pharma-
cokinetic study of  belinostat alone and 
in combination with 5-FU in patients with 
advanced solid tumors. This study was an 
open-label, multi-center, dose-escalation, 
safety, and pharmacodynamic study in pa-
tients with advanced solid tumors, with an 
expansion arm at the maximum tolerated 
dose (MTD) to confirm safety and assess 
pharmacodynamics, anti-tumor activity, 
and pharmacokinetics in patients with ad-
vanced colorectal cancer. The phase I part 
of the study enrolled various solid tumors 
to establish the safety profile of the com-
bination of  belinostat and 5-FU. Once this 
had been established, a cohort of patients 
with CRC was included. The main results 
relating to safety and pharmacodynamics 
and efficacy have been presented during 
the AACR-NCI-EORTC meeting in 2006, 
during ASCO in 2007, and ASCO GI 200915. 
In a considerable number of patients, dis-
ease stabilization was observed as best 
clinical outcome.

4)  belinostat in combination with 
azacitidine (Vidaza®)

The effect of  belinostat in combination 
with azacitidine has been investigated in 
NCI7285 in patients with AML or MDS.

safety profile of  belinostat in 
combination with azacitidine
Collectively, the data suggests that 
 belinostat in combination with azacitidine 

has clinical activity. Furthermore, the com-
bination of  belinostat and azacitidine is 
well tolerated.

MDS is described above. In total, four stud-
ies have been performed in patients with 
acute myeloid leukemia (AML) and/or 
MDS.

a)  ncI7258, a phase II study of  belinostat, 
for the treatment of myelodysplastic 
syndrome. In this study,  belinostat  was 
used as a single agent. Amongst the 
21 patients included, 17 were evaluable 
and a stable disease was seen in 15 of 
these patients.

b)  ncI7265, a phase II study of  belinostat  
in patients with relapsed or refractory 
AML or patients over 60 with newly di-
agnosed AML. In this study  belinostat  
was used as a single agent but no re-
sponses were seen.

c)  cln-15 has been described above.

These three studies (NCI7258, NCI7265, and 
CLN-15) paved the way for investigating 
 belinostat in combination with azacitidine 
in AML/MDS patients (NCI7285).

d)  ncI7285, a phase I pharmacodynamic 
study of  belinostat plus azacitidine (5-
AZA) in advanced myeloid neoplasms. 
In this study, 56 patients were included 
of which 24 were included to establish 
the maximum tolerated dose and an 
additional 32 patients were included at 
the maximum dose. Combining the 
two study sections, 39 patients were 
treated at the maximum dose and 
amongst these 13 patients responded 
(33%). These data were presented dur-
ing ASCO 201116.

5)  belinostat in combination with 
bortezomib (Velcade®)

Bortezomib is a proteasome inhibitor, which 
in pre-clinical studies has been implied a 
synergistic neoplastic effect in combination 

with  belinostat, possibly through a con-
certed action on proteasomal pathways or 
targeting of independent protein disposal 
mechanisms. After running pre-clinical stu-
dies testing this hypothesis, several stu dies 
have been initiated at  Topotarget, at the 
NCI as well as investigator-driven studies.

safety profile of  belinostat in 
combination with bortezomib 
Collectively, the data demonstrate that the 
combination of  belinostat and bortezomib 
is well-tolerated. Caution should be taken 
when targeting tumors with a tendency to 
give rise to tumor lysis syndrome. Signs of 
clinical activity of the combination have 
been demonstrated in a few patients. 

a)  cln-5, a phase Ib/II safety, phar-
macokinetic, pharmacodynamic, and 
anti-tumor activity study of  belinostat 
in combination with bortezomib in pa-
tients with relapsed refractory multiple 
myeloma. The study was closed while 
a new phase II trial with the same pa-
tient population was initiated17.

b)  ncI7281, a phase I study of belinostat  
in combination with bortezomib (PS-
341) in patients with advanced solid 
tumors and lymphoma. Only patients 
with solid tumors were enrolled and 
no unexpected toxicity was seen at 
full doses. These results were pre-
sented at the AACR-NCI-EORTC sci-
entific conference in 200918. The study 
was performed in parallel with CLN-5 
and demonstrated good tolerability of 
higher dose levels, leading to the ini-
tiation of CLN-16. At the same time the 
CLN-5 study was closed. 

c)  cln-16, a phase II study of belinostat  
in combination with bortezomib in pa-
tients with relapsed refractory multiple 
myeloma. The initial dose level was 
600 mg/m2 and 1.0 mg/m2, respec-
tively. Among the first four patients, 
two had renal insufficiency, which in 
one patient was pre-existing. In the 
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other, creatinine levels were elevated 
but within normal limits at baseline. 
The sudden load of Bence-Jones pro-
teins to the kidneys due to increased 
lysis of tumor celles, makes tumor ly-
sis a complication well-known in my-
eloma. No nephrotoxicity was seen in 
the larger NCI7281 study where even 
higher doses of  belinostat and bort-
ezomib were used. Additionally, tu-
mor lysis syndrome is rarely seen in 
patients with solid tumors. Tumor lysis 
may be a signal of efficacy, however 
other causes for the SAEs could not be 
ruled out and by protocol the study 
was terminated19.

d)  mcc-12517, a phase I study of 
belinostat  and bortezomib in patients 
with relapsed or refractory acute leu-
kemia and myelodysplastic syndrome. 
This study is run by a group of investi-
gators at the University of Virginia, 
where the dose of  belinostat and bort-
ezomib is increased. No unexpected 
toxicities had been reported at the 
time of the American Association of 
Hematology´s (ASH) annual confer-
ence in December 201120.

Other clinical studies in 
malignant diseases

Human Fas ligand in solid tumors
APO010 is a recombinant form of the hu-
man FAS ligand. The FAS receptor is often 
over expressed cancer and after binding, 
APO010 induces apoptosis and cell death. 
In pre-clinical experiments, APO010 has 
demonstrated pronounced anti-tumor ac-
tivity against a wide range of experimental 
and human tumors. One clinical study has 
been conducted so far:

so65aPox01, a phase I dose finding 
and pharmacokinetic study of intravenous 
APO010 in patients with solid tumors, was 
initiated in 2007 by Apoxis and contin-
ued by  Topotarget. After a cautious dose- 

escalation program, 25 patients were treat-
ed with i.v. bolus every other week at dose 
levels from 2.5 to 60 µg/m2. The treatment 
was well tolerated up to 45 µg/m2. At 60 
µg/m2 further dose escalation was stopped 
due to two episodes of transient cerebral 
ischemia. Relationship to the study medi-
cation could not be ruled out. Pharma-
cokinetic results limited by few patients 
at the higher doses suggested a dose- 
concentration relationship and a very 
short half-life of five minutes. The study 
showed that APO010 is well-tolerated at 
doses below 60 µg/m2. Further studies are 
required to define the optimal FAS positive 
tumor targets and clinical schedules.

nmPrt in hematological  
and solid tumors
APO866, a first-in-class anti-cancer drug, 
is a potent and specific inhibitor of nicotina-
mide phosphoribosyl transferase (NMPRT), 
a key enzyme involved in the synthesis of 
nicotinamide adenine dinucleotide (NAD). 
APO866 exhibits broad anti-neoplastic 
activity in pre-clinical cancer models. A 
phase I study using APO866 administered 
as a 96-hour continuous intravenous in-
fusion (CIV) was completed by Astellas in 
the US in January 2004 satisfactory and 
APO866 0.126 mg/m2/hr for 96 hours in a 
28-day schedule was recommended for 
phase II. On a license from Astellas, three 
phase II clinical studies were initiated by 
Apoxis and continued by  Topotarget. 

a)  aPo866-3001, a multi-center, open- 
label phase II study to assess the effi-
cacy and safety of APO866 in patients 
with refractory or relapsed CTCL. The 
study was carried out in six centers in 
Europe from 2007 to 2011. A futility 
analysis was planned after the first 
eleven eligible patients had complet-
ed therapy. By December 2010, 13 pa-
tients had entered the study and re-
ceived at least one cycle of therapy. 
Eleven patients had at least one re-
peated tumor assessment and were 
evaluable for efficacy. One of 11 pa-

tients had partial remission (PR), five 
had stable disease (SD), and five had 
progressive disease. Thus APO866 as 
CIV demonstrated clinical anti- 
neoplastic activity in CTCL, but the re-
quirements for continuation of the 
study, three responders among the 
first 11 evaluable patients, were not 
met. Conclusively, the activity of the 
schedule and investigated dose were 
regarded as insufficient and the study 
was terminated. No major safety issues 
were reported during the study.

b)  aPo866-3003, a multi-center, two-
stage, open label phase II study to as-
sess the efficacy and safety of APO866 
in the treatment of patients with ad-
vanced melanoma. The study was car-
ried out in six centers in Switzerland, 
Germany, Austria, and France from 
2006 to 2008. It was planned to en-
roll 20 evaluable patients in the first 
stage of the study. 25 patients were re-
cruited in the first stage, resulting in 23 
evaluable patients. The futility analysis 
failed to demonstrate responders and 
the study was therefore stopped due 
to lack of efficacy of APO366 admin-
istered as 96-hour CIV. Safety signals 
included a transient bilateral macular 
edema in one patient and were other-
wise mild and reversible.

c)  aPo866-3005, an open phase I/II 
clinical study assessing the safety and 
tolerability of APO866 in patients with 
refractory B-cell lymphocytic leukemia 
not amenable to allogenic hema-
topoietic stem cell transplantation. The 
study was carried out in four centers in 
the UK (2007-2009) and accrued the 
planned 10 patients who all received a 
96-hour CIV cycle of APO866. Four 
patients received 2-3 cycles. The treat-
ment had a clear anti-neoplastic effect 
where five of eight patients with ele-
vated peripheral CLL cells had a 30-
40% reduction in their peripheral 
counts. But none of the patients 
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reached the 50% level defining partial 
remission and, conclusively, APO866 
had insufficient anti-leukemic effect in 
the present dose and schedule. No 
major safety aspects were reported 
during the study.

2-PPa in treatment of  
familial adenomatous polyposis
The anti-epileptic drug valproic acid (VPA) 
became of oncologic interest when it was 
shown to be an HDACi known as PEAC, 
2-propyl pentanoic acid (2-PPA). Several in-
vestigator-driven phase II studies in patients 
with leukemia and solid tumors have dem-
onstrated a moderate anti-neoplastic effect.

Based on pre-clinical findings of reduced 
adenoma formation in a murine model of 
familial adenomatous polyposis (FAP), a 
clinical phase II study was initiated in Janu-
ary 2006 by the German company G2M 
and was, after the merging of the compa-
nies, continued by  Topotarget.

study g2m-777 syso1/2004 was a 
ran domized, double-blind, placebo- 
controlled parallel group study to assess 
the safety and efficacy of an oral formu-
lation of 2-propyl pentanoic acid (2-PPA, 
PEAC® minitablets) in the treatment of 
colorectal adenomas in patients with FAP.

The study was carried out in six cen ters in 
Germany, Russia, and Denmark. FAP pa-
tients were randomized to receive 2-PPA 
(in a new oral formulation, PEAC®) or 
placebo for a six-month period. The re-
sponse was to be evaluated by videotaped 
colonoscopies before and after treatment. 
The study was planned to include 66 pa-
tients, but was stopped for further accrual 
in January 2009 at 49 patients included 
as it was clear that patient enrollment was 
extremely slow, and additionally, of 49 
patients included, 13 patients could not be 
evaluated. This combined with major dif-
ficulties in interpretation of the colonosco-
pies from several patients made it unlikely 

 1 Announcement December 8, 2009
 2 Announcement March 28, 2011
 3 Announcement December 17, 2008
 4 Announcement September 26, 2011
 5 Announcement May 29, 2009
 6 Announcement December 23, 2010
 7 Announcement May 21, 2010
 8 Announcement June 2, 2008
 9 Announcement March 14, 2011
 10 Announcement September 13, 2011
 11 Announcement October 22, 2008
1 2 Announcement March 14, 2011
 13 Announcement October 23, 2008
 14 Announcement December 8, 2008
 15  Announcement November 10, 2006,  

April 19, 2007, and January 19, 2009
 16 Announcement May 19, 2011
 17 Announcement March 26, 2007
 18 Announcement November 17, 2009
 19 Announcement August 7, 2007
 20 Announcement November 9, 2011

that the study could be completed within 
a reasonable time frame. 

As for the efficacy endpoints, the study 
was inconclusive. The safety pattern de-
monstrated AEs comparable to that of VPA 
used as an anti-epileptic drug, and they 
were mild to moderate in severity. Three 
SAEs were unrelated to study treatment.

Belinostat publications in 2011

Please visit www.topotarget.com for an 
overview of  belinostat publications in 2011. 
The overview consists of review papers, 
clinical research, and pre-clinical research, 
including abstracts.
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Partnerships

Partner status

spectrum Pharmaceuticals, Inc. (2010) 
– belinostat 

•	 In February 2010,  Topotarget out-
licensed North American and Indian 
rights on belinostat  to Spectrum  
Pharmaceuticals

•	 Under the terms of the agreement, 
Spectrum Pharmaceuticals made an 
upfront payment of USD 30 million and 
took over 100% funding of the PTCL 
BELIEF trial

•	 In September 2011, Spectrum 
Pharmaceuticals  completed recruitment 
i.e. Last Patient First Visit of the PTCL 
BELIEF trial and is targeting submission 
of an NDA on belinostat  for the orphan 
drug indication PTCL in end 2012

•	 Resources for co-development in 
additional indications will have cost 
sharing, with Spectrum Pharmaceuticals  
contributing 70% and  Topotarget con-
tributing 30%

•	 Further indications such as cancer 
of unknown primary (CUP), ovarian 
cancer, and non-small cell lung cancer 
(NSCLC) are being considered

•	  Topotarget is eligible to receive 
milestone payments upon successful 
achievement of certain development 
and commercial milestones of up to 
USD 320 million as well as double-digit 
royalties on sales in addition to the 
upfront payment

•	 The first expected milestone will be 
upon acceptance to file by the FDA, 
which can happen approximately  
60 days after the submission of the 
NDA to the FDA

multimeric biotherapeutics, Inc. (2011) 
– license of IP rights to proteins  
containing tnF superfamily ligands 
(non-core asset)

•	 In October 2011,  Topotarget out-
licensed the exclusive rights to the 
further development of the multimeric 
TNF superfamily ligands (TNFSFs) for 
all therapeutics used to Multimeric 
Biotherapeutics, Inc. 

•	 Under the agreement, Multimeric 
Biotherapeutics will license the rights 
to all multimeric fusion proteins 
containing TNFSFs which are covered 
by  Topotarget’s  issued and pending 
patents in Europe, the US, Canada, Ja-
pan, Australia, South Korea, and other 
territories. The agreement also grants 
Multimeric Biotherapeutics the rights 
to sub-license. TNFSFs are not a core 
activity of  Topotarget IP assets

national cancer Institute (ncI), usa  
– academic collaboration
 Topotarget is party to a Clinical Trial 
Agreement (CTA) with the NCI under which 
the NCI sponsors a number of clinical trials 
evaluating the activity of  belinostat, either 
alone or in combination with other anti-
cancer therapies, for the treatment of he-
matological cancers and solid tumors, e.g. 
ovarian cancer and thyroid cancer.

termination of license agreements 
related to non-core pipeline activities
As a follow-up to the financial write-down 
of pipeline activities by the end of 2010, 
 Topotarget has terminated the following 
license agreements and handed back the 
rights: 

Astellas DE regarding APO866, Novartis 
regarding Zemab, and Mochida regarding 
patents relating to Fas/FasL.

Commercial opportunities  
for belinostat

 Topotarget is actively exploring the com-
mercial opportunities in Europe, Asia/
Pacific and ROW and thereby continues 
to evaluate how we can commercial-
ize belinostat  most optimally outside 
Spectrum  Pharmaceuticals'  territory in or-
der to maximize the shareholder value.
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Corporate Governance 

The Board of Directors defines the objec-
tives, goals, and strategies of the company 
and makes decisions on matters of major 
significance and unusual nature. On be-
half of the shareholders, the Board of Di-
rectors furthermore supervises the organi-
zation and ensures that the company is 
managed appropriately and in accordance 
with legislation and the company’s Articles 
of Association. The Board of Directors does 
not participate in the day-to-day manage-
ment of the company. 

In addition to undertaking the overall 
controlling of  Topotarget, it is the primary 
responsibility of the Board of Directors to 
define the strategic framework for the ac-
tivities and action plans of the company 
and to maintain a constructive dialogue 
with the Management Board regarding 
the implementation of the strategies. In 
addition, the Board of Directors appoints 
the Management Board, sets out its terms 
and tasks, and supervises its work and the 
company’s procedures and responsibilities. 

openness and transparency
 Topotarget’s current and future share-
holders as well as other stakeholders 
have different requirements in terms of 
corporate information. However, all rely 
on the qu a lity of the information avail-
able. Openness and transparency are 
therefore pivotal for evaluating  Topotarget 
and its prospects and  Topotarget seeks to 
maintain open communication through 
company announcements, investor meet-
ings, and company presentations. As a 
result,   Topotarget’s annual report, interim 
reports, and other company announce-
ments are available in both Danish and 
English.  Topotarget seeks to ensure a 
timely convening of the company’s annual 
general meetings, allowing its sharehold-
ers and others to consider the issues on 
the agenda for the general meeting.

diversity
 Topotarget fully understands and sup-
ports the importance of diversity in the 

organization. We believe that a diverse 
work force and work place results in great-
er quality of work as well as a broader 
understanding of various organizational 
tasks. This mindset is thus also clearly 
supported in  Topotarget when looking at 
the composition of both our Board of Di-
rectors, our management team, and in the 
company in general.

composition of the board of directors
Pursuant to Article 14 of  Topotarget’s Ar-
ticles of Association, a maximum of seven 
members can serve on the  Topotarget 
Board of Directors. The article further stipu-
lates that board members must retire when 
they reach the age of 70.  Topotarget seeks 
to ensure that at least a majority of the 
board members are independent of spe-
cial interests. As such, six of  Topotarget’s 
seven board members are independent. 
All board members are evaluated by the 
entire Board of Directors on a yearly basis.

The key considerations made in relation to 
the appointment of the Board of Directors 
were the professional background and in-
dustry experience of each candidate. The 
activities of the Board of Directors are 
governed by an internal set of procedural 
rules. For relevant background information 
on the individual board members, please 
go to page 26 or visit 
http://www.topotarget.com/ 
about-us/board-of-directors.aspx

The Board of Directors has established a 
formal process for evaluating manage-
ment, and objectives are agreed upon in 
connection with the budgeting procedure 
and evaluated finally at year-end. The 
Board of Directors continuously discusses 
the goals and strategies and  Topotarget’s 
ability to implement the strategies and live 
up to expectations. The Chairman of the 
Board has well-defined tasks, duties, and 
responsibilities. Among these to make sure 
that the board members have the compe-
tencies that are required for a governing 
board. The entire Board of Directors evalu-

ates the board’s composition to ensure 
that the needed competencies are at hand 
and also to ensure a transparent process 
on election of board members at the an-
nual general meeting.

In 2011, the Board of Directors held 14 
meetings (either in person, via telephone, 
or by way of written resolutions).

audit committee
 Topotarget has established an Au-
dit Committee and thus complies with 
the recommendations stipulated by the 
Danish Committee on Corporate Gov-
ernance. The committee’s main purpose 
is to review the financial controls and 
to work with the independent audi-
tors in connection with their audit of the 
company’s financial statements and to 
make reports and recommendations to  
the Board of Directors on these matters. 
The members of the Audit Committee are 
Bo Jesper Hansen (Chairman) and Per 
Samuelsson.

Internal rules in the form of a Manage-
ment Instruction governing the allocation 
of powers between the company’s Board 
of Directors and the senior management 
have been established, and the company 
intends to have an on-going policy of ac-
tively pursuing a strategy of good corpo-
rate governance. 

remuneration and  
nomination committee
The Board of Directors has moreover es-
tablished a Remuneration and Nomina-
tion Committee. In regard to nomination, 
the committee’s tasks are to describe and 
evaluate the required qualifications of the 
two governing bodies as well as making 
recommendations on changes. Further-
more, the committee considers and rec-
ommends proposals for candidates for 
executive positions in the company. With 
regard to remuneration, the sole purpose 
of the committee is to evaluate and make 
recommendations to the Board of Direc-
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tors on the remuneration paid to board 
members and the senior management as 
well as recommendations concerning em-
ployee incentive programs. The committee 
consists of the following members: Bo Jes-
per Hansen (Chairman), Per Samuelsson, 
Ingelise Saunders, and Anker Lundemose.

exceptions
It is the view of the Board of Directors that 
 Topotarget complies with the Recommen-
dations on Corporate Governance from 
August 2011, however, with the following 
exceptions: 

 Topotarget has, due to its size, not formal-
ly elected a Deputy Chairman.

The Chairman of the Board of Directors 
and the Chairman of the Audit Committee 
and the Remuneration and Nomination 
Committee are identical reasoned by the 
qualifications of the Chairman. 

 Topotarget offers share-based remunera-
tion programs to board members, the 
reason being that the company considers 
share-based remuneration programs es-
sential and necessary tools to attract and 
retain board members with international 

experience and profiles and to secure 
alignment with the company strategy.

 Topotarget does not disclose remunera-
tion of board members or managers at an 
individual level.  Topotarget considers this 
information to be private and believes that 
information at an individual level is of lim-
ited value to shareholders.

A full description on  Topotarget’s approach 
to Corporate Governance can be found on 
our homepage 
http://investor.topotarget.com/ 
governance.cfm
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Corporate Social Responsibility

 Topotarget does not have a formal policy 
on Corporate Social Responsibility (CSR).

Despite not having a formal policy on the 
area, we recognize the significance of CSR. 
We therefore continue to develop and 
implement new operating standards and 
procedures to support and fulfill our obli-
gations to both our internal and external 
stakeholders.
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Risk profile and risk management

risk profile
With the divestment of  Topotarget’s Ameri-
can subsidiary,  Topotarget USA, Inc., and 
with the planned closures of our dorment 
Dutch, German, and Swiss subsidiaries, we 
are currently reducing our facilities outside 
Denmark – a reduction that is based on 
our undivided focus on our lead develop-
ment compound,  belinostat. 

 Topotarget performs development activities 
with global clinical studies for belinostat  
and are therefore, through these activi-
ties, exposed to a variety of risks – some of 
which are beyond our control. Risks that, if 
not properly assessed and controlled, may 
have significant impact on our business.

risk management approach
Active management of operational, fi-
nancial, and compliance risks is a prereq-
uisite for  Topotarget. Risks are identified 
and reported through a systematic pro-
cess. Consolidation, analysis, and evalu-
ation take place with stakeholders within 
 Topotarget. Management is responsible 
for the final calibration of risks and review 
of mitigating actions. Management and 
the Board of Directors discuss and decide 
on the risk tolerance for the most signifi-
cant risks.

risk management initiatives in 2011
In 2011,  Topotarget launched an initiative 
to enhance its risk management capabili-
ties. The company completed the rollout 
of a risk management business process 
with semi-annual reporting to the Board 
of Directors as well as ad hoc reporting to 
relevant stakeholders.
 
The risk management business process 
defines clear responsibilities for the Board 
of Directors as well as the management. 
The Board of Directors is responsible for:

•	 Approval of the Risk Policy, including 
risk tolerance levels

•	 Review and approval of top risk sce-
narios

•	 Review of the current level of mitigation 
of top risks

•	 Proposals for additional mitigation,  
if required

•	 Verification of the adequacy of the risk 
management infrastructure

Management is directly responsible for 
management and mitigation of key risks 
as well as for the maintenance of a robust 
risk management business process, includ-
ing the reporting cycle.

Below you will find a summary of the 
company’s main risk areas and a summa-
ry of how the company seeks to address 
these risks.

development and scientific risks 
With the establishment of a Global On-
cology Advisory Board,  Topotarget seeks 
to ensure the optimal selection of future 
disease targets. Also, we have formed a 
Scientific Committee consisting of board 
members and key  Topotarget employees, 
who are closely monitoring and assessing 
data and other information from our clini-
cal trials. Both will help us in complying 
with the extensive governmental regula-
tions that we are subject to up until our 
product candidate receives regulatory  
approval.

In general, there is a risk that the inclusion 
of patients in clinical studies is insufficient 
and that lack of efficacy and unexpected, 
SAEs are registered on a drug. Moreover, 
unforeseen safety issues or changes of 
regulatory requirements can influence the 
timing and nature of our clinical develop-
ment activities, costs, and related revenues 
such as milestone payments and cost re-
imbursement.

risks related to  
the market and partners
Our reliance on the collaboration with 
Spectrum Pharmaceuticals is very impor-
tant for our business as our future growth 
and a significant part of our future reve-
nues, in particular milestones and royal-
ties, may depend on the continued collab-
oration. Our business might be negatively 
affected if Spectrum Pharmaceuticals does 
not devote sufficient resources to the 
belinostat  development programs, if they 
become unable to meet their obligations, 
or if we are not able to establish additional 
partnerships for Asia and Europe.

 Topotarget is furthermore subject to a 
range of normal biopharmaceutical com-
mercial risks, including:

•	 Competition from existing treatment 
and/or new drugs

•	 Market size of lead indications

•	 Product pricing and reimbursement 
policies

•	 Interest from potential partners and 
investors 

•	 Development time of new clinical trials

•	 Patent protection and ability to prevent 
infringements

risks related to legal requirements
 Topotarget’s activities are also affected 
by legal requirements and changes from 
health authorities in several countries. 
Modified legislation and reinterpretation 
of legislation in  Topotarget-relevant coun-
tries may result in unintended or unex-
pected issues. 

Another risk scenario is that  Topotarget’s 
ability to protect itself in potential patent 
lawsuits is insufficient; for instance if our 
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intellectual property is not protected or 
our products infringe on a competitor’s in-
tellectual property. We therefore continue 
to file necessary patent applications in an 
effort to protect our product and tech-
nologies. We maintain strict confidentia-
lity standards and agreements for internal 
employees and any collaborating parties 
in order to protect business secrets.

Financial risks
We are reducing our exposure to fluctua-
tions in exchange rates by mainly concen-
trating our facilities in Denmark. However, 
as we are conducting global studies and 
have shared clinical costs with Spectrum 
Pharmaceuticals, we are exposed to ex-
change rate fluctuations. 

The company’s cash holdings consist of 
deposits held in money market funds and 
in cash. The interest rate risk is insignificant 
relative to  Topotarget’s combined opera-
tions.

capital resources
With the divestment of Totect®  Topotarget  
has become a drug development company 
without commercial revenue. We will, ex-
cluding revenue from collaboration part-

ners, be cash consuming until belinostat  
becomes commercially available. It is 
therefore crucial that the company at all 
times ensures sufficient financial resources. 

risk management
A number of factors concerning  Topotarget  
and our strategies contribute to a reduc-
tion of the overall risks:

•	 We are pursuing a partnering strategy 
which reduces a large part of the finan-
cial risks; we have a strong develop-
ment agreement for  belinostat with 
Spectrum Pharmaceuticals for North 
America and India, who will handle the 
commercialization of  belinostat in its 
geographical regions; we are exploring 
commercial opportunities for belinostat  
in Asia and Europe

•	 We have developed an effective tech-
nology with validated tumor models to 
evaluate the effect of its therapeutics 
on cancer diseases; we have cross-
disciplinary and complementary expert 
teams that continuously evaluate the 
results of studies with drug candidates 
and optimize the development process

•	  Topotarget collaborates with several 
scientific organizations and has a large 
representation of medical expertise 
within the company, ensuring bridge-
building between science and the 
treatment of patients

•	  Topotarget is a professional organiza-
tion which strives to be updated on 
and complying with laws affecting the 
company’s activities

•	 We are dependent on contract 
manufacturers for the manufactory 
of belinostat , and therefore we are 
continually exploring our options to 
alleviate the risk of supply issues

•	 Our Board of Directors continuously 
evaluates the need to increase the 
company’s financial resources based 
on financial reporting prior to board 
meetings

Risk profile and risk management
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The process of accounts preparations

The overall responsibility for the company’s 
control and risk management in relation 
to the financial reporting process, includ-
ing compliance with applicable legislation 
and other financial reporting regulations, 
rests with  Topotarget’s Board of Directors 
and Management Board.

Financial report process
The company has an Audit Committee 
consisting of members of the company’s 
Board of Directors. The Audit Committee 
reviews and discusses auditing and ac-
counting matters with the company’s au-
ditors elected by the shareholders and the 
Management Board in accordance with 
the Audit Committee’s terms of reference.

 Topotarget’s primary focus is to ensure that 
the financial statements are in accordance 
with relevant accounting legislation and 
other provisions and regulations and give 
a true and reliable view of the company’s 
activities and financial position.

The preparation of the company’s finan-
cial reporting follows a planned structure 
involving segregation of duties.

 Topotarget has established internal 
monthly reporting with a view to effectively 
managing its financial status. The report-
ing process involves analyses of deviations 
between actual results, business plans, 
and budgets and the most recently up-
dated estimate for the financial year. The 
monthly report, including explanation of 
deviations for the principal business areas, 
is reviewed by the Management Board be-
fore it is distributed to the Board of Direc-
tors.

The company’s statutory reports are pre-
pared according to the same structure as 
the monthly reports.

The quarterly reports are reviewed at an 
Audit Committee meeting before they are 
approved at a board meeting and subse-
quently released for publication.

The annual audit and reporting process 
comprise detailed planning of individual 
assignments, planning meetings between 
Investor Relations, the Finance Depart-
ment and the external auditors. The audit 
and planning process is based on an ap-
proved audit strategy.

The annual report is prepared in close 
collaboration with key management per-
sonnel and individuals from each business 
unit. In addition, the auditors ensure that 
the financial statements provide a reliable 
and true view of the company’s assets, 
liabilities and financial position, ensur-
ing that the annual report is presented in 
accordance with the accounting policies 
adopted.

control environment
The Audit Committee and subsequently 
the Board of Directors assess, at least once 
a year, the Group’s organizational struc-
ture, its risk of fraud as well as the exist-
ence of in-house rules and guidelines.

The Group’s control and risk management 
systems may provide reasonable, but not 
absolute, assurance that misappropriation 
of assets, losses and/or significant errors 
and omissions in the financial reporting 
are avoided.

The Board of Directors and the Manage-
ment Board are responsible for establish-
ing and approving general policies, proce-
dures and controls in key areas in relation 
to the financial reporting process. The 
Board of Directors approves the overall 
policies, procedures, and controls, which 

are maintained and monitored by the 
Management Board and key employees 
representing each business area.

 Topotarget has established policies and 
procedures for the key areas in relation to 
the financial reporting process, including 
business procedures for financial reporting 
and planning, business procedures for the 
finance function and other key business 
units and for IT security.

risk assessment
At least annually, the Board of Directors 
makes a general assessment of risks in 
relation to the financial reporting process.
The objective of  Topotarget’s internal risk 
management system is to maintain effec-
tive procedures for identification, monitor-
ing, and reporting of such risks. This in-
cludes an assessment of IT security.

As part of the risk assessment, the Board 
of Directors considers the risk of fraud and 
the measures to be taken to reduce and/or 
eliminate such risk. 
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Board of Directors and Management

bo JesPer Hansen, md, Phd
Danish, 53
Chairman since 2010
Independent board member since 2009

special competences
Experience in the field of international 
contract negotiations and deal-making, 
including execution of high-impact license 
agreements and significant M&A transac-
tions; international marketing, extensive 
knowledge of legislative conditions, phar-
maco surveillance, medical marketing, 
business development, and many con-
nections within the medical industry and 
especially within the orphan drug market. 

board positions 
Chairman: Swedish Orphan Biovitrum AB 
(publ)
Member: MipSalus ApS, Zymenex A/S, 
Gambro AB, Orphazyme ApS,  
Novagali Pharma S.A.,  
CMC Kontrast AB, Hyperion Therapeutics Inc., 
and Genspera Inc.

Stocks: 300,000
Warrants: 100,000

IngelIse saunders, mPh, bsc 
Danish, 62
Independent board member since 2004

special competences 
Extensive executive management experi-
ence, experience in international opera-
tions, in sales, marketing, and global com-
mercial operations, M&A transactions and 
business development, healthcare strat-
egy, and life science investments.

board positions 
Member: AdvanDx A/S

Stocks: 25,000
Warrants: 133,278

JeFFrey H. bucHalter, bs, mba
American, 54
Independent board member since 2006

special competences 
Experience in executive management, in-
dustry, development, manufacturing, and 
commercialization of pharmaceutical prod-
ucts as well as therapies for cancer patients. 

board positions 
Chairman: The National Childhood Cancer 
Foundation 
Member: Archimedes Pharma Limited

Warrants: 154,097

Per samuelsson, msc
Swedish, 51
Board member since 2009

special competences 
Experience in biotech, venture capital, in-
vestment banking, merger transactions, 
initial public offerings, and equity incen-
tive programs.

board positions
Member: Algeta ASA, BioStratum Inc., 
Cardoz AB, Nordic Vision Clinics AS,  
Oncos Therapeutics Oy,  
Optivy AB, and Sweden BIO

anker lundemose, md, Phd,  
doctor of medical science
Danish, 50
Independent board member 
since 2010

special competences
Experience within academia, executive 
management, large pharma, biotech, and 
business and corporate development. Has 
an international track record in R&D pro-
ductivity, deal making, including execution 
of high-impact license agreements, and 
significant M&A transactions. Currently 
Managing Partner at BioTesch.

board positions
Chairman: InteRNA Technologies BV
Member: Adenium Biotech AS

Stocks: 25,000
Warrants: 50,000

gIsela scHwab, md
German, 55
Independent board member since 2011

special competences 
Experience within the pharmaceutical in-
dustry in managing early and late-stage 
development activities (target selection, 
pre-clinical, pharmacokinetic, clinical, and 
regulatory development) of biotechnolo-
gical compounds and small molecules,  
filing of INDs and BLAs/MAAs, and in build-
ing and managing development teams.

Warrants: 25,000

karsten wItt, md
Danish, 55
Independent board member since 2011

special competences
Experience in clinical strategy and execu-
tion of development programs as well as 
drug safety/pharmacovigilance, develop-
ment of small-molecule targeted oncol-
ogy therapies, filing of INDs, BLA/sBLA, 
and NDA/sNDA.

Warrants: 25,000

Board of Directors
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FrancoIs martelet, md 
Company officer
French, 52
Chief Executive Officer

special competences
Seasoned senior executive in general manage-
ment with a track record of shaping business 
units and associates of pharma and biotech 
companies towards goals that deliver tangible, 
sustainable returns. Strong general P&L man-
agement and late- stage clinical development 
oncology experience. 

Has a proven track record of launching successful 
multiple oncology drugs and specialty medicine 
products globally. In-depth knowledge of HDACi 
drug class and cancer vaccines therapy. Master's 
Degree in Business and a Medical Degree. 

Warrants: 1,600,000

Inge Holm laurItzen, bsc
Danish, 45
VP Business Development & Licensing/Strategic 
Planning

special competences
Senior biotech and pharma executive with more 
than 15 years of contract negotiation and alli-
ance management experience in the pharma-
ceutical and biopharmaceutical industry. 

elIsabetH V. carstensen, Phd
Danish, 42
Director of Pharmaceutical Operations

special competences
Extended experience within the area of pharma-
ceutical operations and more than 10 years’ expe-
rience with  Topotarget, including work with manu-
facturing operations, supply chain management, 
and registration processes. Manages CMC (chem-
istry, manufacturing, and controls) for clinical and 
commercial products in  Topotarget’s  pipeline.

axel mescHeder, md
Company officer
German, 53
Chief Medical & Development Officer

special competences
Sound medical experience, clinical judgment, 
scientific and development skills. Experience in 
drug development, medical marketing, product 
development with focus on oncology. Experi-
enced in building and managing international 
development teams.

Has a proven track record of developing and 
registering drugs internationally both with the 
FDA and EMA.

Experience in evaluating individual compounds 
as well as portfolios in order to make strategic 
decisions regarding business development and 
partnering.

Warrants: 270,000

anders FInk VadsHolt, msc, mba
Company officer
Danish, 42
Chief Financial Officer

special competences
Operational experience from biotech companies 
within legal, finance, and investor relations. 
Experience from venture capital and corporate 
finance in raising private and public capital, 
mergers and acquisitions, restructuring and di-
vestments of companies as well as communica-
tion with inve stors and stakeholders.

Has a proven track record in managing the 
available financial resources in a strategic and 
cost-efficient manner. 

Stocks: 25,000
Warrants: 400,000

Management team
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Shareholder information

 Topotarget A/S’ shares were listed on 
the Copenhagen Stock Exchange (now 
NASDAQ OMX Copenhagen A/S) in June 
2005 under the securities/ISIN code 
DK0060003556 and the trading symbol 
TOPO. The company’s Reuters symbol is 
TOPO.CO and its Bloomberg symbol is 
TOPO:DC. Trading of the company’s shares 
commenced on June 10, 2005.

The closing price for our shares on Decem-
ber 31, 2011 was DKK 2.51 which was a de-
crease of 30% compared to the company’s 
share price of DKK 3.57 at year-end 2010. 

The average daily trading volume for  
the company’s shares in 2011 was DKK  
0.3 million. 

At December 31, 2011,  Topotarget’s share 
capital was DKK 132,652,050 correspond-
ing to 132,652,050 shares of DKK 1 nominal 
value. The company only has one class of 
shares and all shares have equal rights. 
 Topotarget’s Articles of Association do not 
contain provisions on limitations of owner-
ship or voting rights for each individual 
shareholder.

ownership structure 
As of December 31, 2011,  Topotarget had 
8734 registered shareholders, who held 
59% of the share capital compared to 9136 
registered shareholders at the end of 2010.

At December 31, 2011, the company’s 10 
largest shareholders held 30% of the total 
share capital, and the following investors 
have informed  Topotarget that they hold 
more than 5% of the shares: 

•	 HealthCap funds
•	 Avanza Bank

Ir policy, goals, and activities 
 Topotarget aims to maintain an open and 
continuous dialogue with existing and po-
tential shareholders, other stakeholders, 
and the general public. The company thus 
strives to provide transparent communica-
tion with equal access for all stakeholders. 
With open communication, the company 
aims to ensure fair pricing of the com-
pany’s shares in order to reflect the com-
pany’s willingness to generate higher ear-
nings to its shareholders.

In compliance with the disclosure require-
ments of NASDAQ OMX Copenhagen, 
 Topotarget  will publish information on the 
company that is deemed important to the 
pricing of its shares. The company will also 
publish quarterly reports on the company’s 
development, including relevant financial 
information.  Topotarget also observes so-
called ‘quiet periods’ (two weeks) before 
the publication of each company financial 
report. During these periods, the company 
will refrain from holding investor and ana-

lyst meetings or meetings with the media. 
The company maintains an insider register 
and will publish any changes to certain 
insiders’ shareholdings in accordance with 
the rules that apply for NASDAQ OMX Co-
penhagen. Such publication will be made 
immediately after the transaction. 

 Topotarget has also adopted in-house 
rules, which stipulate that insiders may 
only purchase and sell shares in the com-
pany during a period of six weeks after the 
company’s publication of interim financial 
statements. 

Any information published by the compa-
ny will be published in full accordance with 
disclosure requirements under Danish law 
and all announcements are posted on the 
company’s website www.topotarget.com.
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Announcements

 Jan 3  Topotarget issues warrants to Management

 Mar 4 Articles of Association of  Topotarget A/S

 Mar 8  Topotarget announces financial results for the year ended December 31, 2010

 Mar 11 Notice to Convene Annual General Meeting

 Mar 14  Topotarget announces updates on belinostat  in two clinical trials - NSCLC and ovarian cancer

 Mar 28 Independent Data Monitoring Committee recommends continuation of the belinostat  pivotal  
  BELIEF study in Peripheral T-Cell Lymphoma (PTCL)

 Apr 5  Topotarget expects a pre-tax loss of DKK 20-40m for 2011

 Apr 5 Passing on  Topotarget A/S annual general meeting

 Apr 6 Articles of Association of  Topotarget A/S

 Apr 8 Establishment of Global Oncology Advisory Board

 Apr 26 Recruitment into the Phase I trial of oral belinostat  has been completed

 May 10  Topotarget announces the interim report for Q1 2011

 May 19 Belinostat  abstracts at ASCO 2011

 Jul 1  Topotarget issues warrants to Employees, Management and the Board of Directors

 Aug 3 Notice to Convene Extraordinary General Meeting

 Aug 17  Topotarget announces the interim report for Q2 2011

 Aug 25 Articles of Association of  Topotarget A/S

 Aug 29 Passing of extraordinary general meeting

 Sep 13 Belinostat  abstracts at the European Multidisciplinary Cancer Congress 2011

 Sep 26 Belinostat  PTCL trial fully enrolled

 Oct 6  Topotarget publishes financial calendar for Q3 2011 and 2012

 Oct 28  Topotarget issues warrants to board members

 Nov 9 Belinostat  abstracts at The American Society of Hematology 53rd annual 2011 meeting

 Nov 9 Articles of Association of  Topotarget A/S

 Nov 18 Interim report for Q3 2011

 Dec 7  Topotarget announces reorganization plans

 Dec 16  Topotarget A/S announces the divestiture of Totect® to Apricus Biosciences, Inc.,  
  and improved financial expectations for 2011

 Dec 30  Topotarget A/S announces the successful completion of the divestiture of Totect® and  
   Topotarget USA, Inc. to Apricus Biosciences, Inc.

Investor news 

 Mar 4  Topotarget announces time and date for telephone conference related to the publishing of the Annual Report 2010

 May 4 Time and date for telephone conference related to the publishing of the Q1 2011 interim report

 Aug 12 Time and date for telephone conference related to the publishing of the Q2 2011 interim report

 Oct 28  Topotarget A/S grants Multimeric Biotherapeutics, Inc. an exclusive license to the MegaLigand Platform of 
  TNF Superfamily ligands

 Nov 14 Time and date for telephone conference related to the publishing of the Q3 2011 interim report

Announcements and investor news 2011
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Financial review 

The annual report comprises the Parent 
Company Topotarget A/S and the five 
wholly owned subsidiaries.
 
Unless otherwise stated, the financial re-
view is based on the Group’s consolidated 
financial information for the year ended 
December 31, 2011 as included in this an-
nual report with comparative figures for 
the Group in 2010 in brackets. 

A loss on continued operations before 
write-down activities of DKK 29.0 million 
(2010: loss of DKK 84.8 million) was re-
corded for the year. 

The Group’s net cash and cash equivalents 
as of December 31, 2011 totaled DKK 114.3 
million (2010: DKK 205.0 million.) and eq-
uity stood at DKK 330.7 million (2010: DKK 
360.2 million).

consolidated income statement
 Topotarget recognized revenues of DKK 
65.6 million in 2011 (2010: DKK 107.8 mil-
lion). Revenues are primarily composed 
of income of DKK 62.8 million from the 
Spectrum  Pharmaceuticals  upfront pay-
ment of USD 30 million as well as income 
from partnership.

Production costs, which amounted to DKK 
1.8 million (2010: DKK 5.4 million), include 
 Topotarget personnel costs related to the 
Spectrum  Pharmaceuticals collaboration 
agreement.

Research and development costs were 
DKK 54.3 million (2010: DKK 71.6 million). 
The reduction is primarily due to the near 
completion of most studies. The finaliza-
tion of data and study reports are on-
going.

Write-down of research and develop-
ment projects acquired from third parties 
amounted to DKK 0 million (2010 DKK 
189.5 million). For a more detailed descrip-
tion on the individual projects please see 
Note 12.

Sales and distribution costs for the Group 
have been reclassified to discontinued op-
erations due to the divestiture of the US 
subsidiary including the IP for Totect®. 

Administrative expenses were DKK 40.8 
million (2010: DKK 38.8 million). The 
small increase is mainly due to increased 
support for partnering activities. 

Net financial income was DKK 1.1 million 
(2010: Net income of DKK 68.8 million), 
primarily consisting of exchange rate ad-
justments in subsidiaries. (2010: Primarily 
consisting of the reversal of the APO provi-
sion for debt with the amount of DKK 66.5 
million). 

The tax income was DKK 1.2 million 
(2010: 44.0 million) and relates solely to 
 Topotarget  Switzerland S.A.

Net loss from discontinued operations 
DKK 4.0 million (2010: Profit 29.1 million). 
The loss from discontinued operations 
consists of all costs relating to the sales 
activities of Totect® for the year as well as 
the sale transaction of the IP and subsidi-
ary in the amount of DKK 9.1 million. The 
comparative 2010 number also includes 
all elements of the year’s activities as well 
as the sale proceeds of Savene®. 

 Topotarget recorded a net loss of DKK 
33.0 million (2010: DKK 55.7 million).

consolidated balance sheet
Total assets amounted to DKK 370.5 million 
(2010: DKK 465.8 million.), which primarily 
consist of acquired research and develop-
ment projects, cash and cash equivalents, 
while the Group’s liabilities mainly com-
prise equity and trade payables.

Cash and cash equivalents were DKK 114.3 
million (2010: DKK 205.0 million).

Current liabilities have reduced from DKK 
91.5 million to DKK 26.2 million due to the 
finalization of the deferred income release 
in the year.

consolidated equity
Equity amounted to DKK 330.7 million 
(2010: DKK 360.2 million). The change in 
equity consists of the loss for the year of 
DKK 33.0 million and share-based pay-
ment of DKK 3.5 million. 

consolidated cash flow
 Topotarget’s cash flow from operating ac-
tivities for 2011 was an outflow of DKK 88.4 
million (2010: In-flow DKK 40.1 million). 
The Group’s 2011 cash flow from investing 
activities excluding the buying and sell-
ing of securities was an outflow of DKK 
1.9 million (2010: Inflow DKK 34.7 million). 
The Group’s cash flow from financing ac-
tivities was DKK 0.0 million (2010: Inflow 
of DKK 0.1 million). 

comparing the actual financial 
performance with financial guidance
The Group recorded a loss on continued 
operations before write-down activities of 
DKK 29.0 million. The financial perfor-
mance is in line with our guidance an-
nounced at the annual general meeting 
on April 5, 2011.

outlook
 Topotarget expects an estimated pre-tax 
loss in the range of DKK 75-95 million for 
the full year financial result of 2012. The 
expected net cash and cash equivalents 
will be around DKK 35-55 million at year-
end 2012.

Parent company financial statements
The Parent Company recorded a loss of 
DKK 33.0 million (2010: DKK 55.7 million). 
The Parent Company’s equity amounted to 
DKK 330.7 million (2010: DKK 360.2 mil-
lion). The change in equity consists of the 
loss for the year of DKK 33.0 million and 
share-based payment of DKK 3.5 million. 

treatment of loss
The Board of Directors proposes that the 
loss for the year be carried forward to next 
year.
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Statement by the Board of Directors 
and executive management

The Board of Directors and executive man- 
agement today discussed and adopted the 
annual report for 2011 of  Topotarget A/S.

The consolidated financial statements are 
presented in accordance with International 
Financial Reporting Standards as adopted 
by the EU, and the Parent financial state-
ments are presented in accordance with 
the Danish Financial Statements Act. Fur-
ther, the annual report is prepared in ac-

cordance with additional Danish disclosure 
requirements for listed companies.

In our opinion the consolidated finan- 
cial statements and the Parent financial 
statements give a true and fair view of the 
Group’s and the Parent Company’s as- 
sets, liabilities, and financial position at 
December 31, 2011 and of the results of the 
Group’s and the Parent Company’s opera- 
tions and cash flows for the year 2011.

We also believe that the management 
commentary contains a fair review of the 
development in the Group’s and the Par- 
ent’s business and of their financial posi- 
tion as a whole together with a description 
of the principal risks and uncertainties that 
they face.

The annual report will be submitted to the 
general meeting for approval.

Copenhagen, March 14, 2012

executive management

Francois R. Martelet Anders F. Vadsholt Axel Mescheder
CEO CFO CMDO

board of directors

Bo Jesper Hansen Per Samuelsson Jeffrey H. Buchalter
Chairman

Ingelise Saunders Anker Lundemose Gisela Schwab

Karsten Witt
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to the shareholders of topotarget a/s

Report on the consolidated 
financial statements and the Parent 
financial statements

We have audited the consolidated financial 
statements and the Parent financial statements 
of  Topotarget A/S for the financial year January 
1, 2011 to December 31, 2011, which comprise the 
statement of comprehensive income, balance 
sheet, statement of changes in equity, cash 
flow statement and notes, including account-
ing policies, for the Group as well as the Par-
ent. The consolidated financial statements have 
been prepared in accordance with the Interna-
tional Financial Reporting Standards as adopted 
by the EU and Danish disclosure requirements 
for listed financial enterprises, and the Parent 
financial statements have been prepared in ac-
cordance with the Danish Financial Statements 
Act. 

management's responsibility for the 
consolidated and Parent  
financial statements
Management is responsible for the preparation 
of consolidated financial statements that give a 
true and fair view in accordance with Interna-
tional Financial Reporting Standards as adopted 
by the EU and Danish disclosure requirements 
for listed companies as well as the prepara-
tion of Parent financial statements that give a 
true and fair view in accordance with the Dan-
ish Financial Statements Act. Management is 
also responsible for the internal control that it 
considers necessary for preparing consolidated 
financial statements and Parent financial state-
ments that are free from material misstatement, 
whether due to fraud or error.

auditor's responsibility
Our responsibility is to express an opinion on 
the consolidated financial statements and Par-
ent financial statements based on our audit. 
We conducted our audit in accordance with 
International Standards on Auditing and addi-
tional requirements under Danish audit regula-
tion. This requires that we comply with ethical 
requirements and plan and perform the audit 
to obtain reasonable assurance about whether 
the consolidated financial statements and Par-
ent financial statements are free from material 
misstatement. 

An audit involves performing procedures to ob-
tain audit evidence about the amounts and dis-
closures in the consolidated financial statements 
and the Parent financial statements. The proce-
dures selected depend on the auditor’s judgment, 
including the assessment of the risks of mate-
rial misstatement of the consolidated financial 
statements and the Parent financial statements, 
whether due to fraud or error. In making those risk 
assessments, the auditor considers internal con-
trol relevant to the preparation of consolidated 
financial statements and Parent financial state-
ments that give a true and fair view. The purpose 
of this is to design procedures that are appropriate 
in the circumstances but not to express an opin-
ion on the effectiveness of the company's internal 
control. An audit also includes evaluating the ap-
propriateness of accounting policies used and the 
reasonableness of accounting estimates made by 
management, as well as evaluating the overall 
presentation of the consolidated financial state-
ments and the Parent financial statements.

We believe that the audit evidence we have ob-
tained is sufficient and appropriate to provide a 
basis for our audit opinion.

Our audit has not resulted in any qualification.

opinion
In our opinion, the consolidated financial state-
ments give a true and fair view of the Group’s 
financial position at December 31, 2011 and of 
the results of its operations and cash flows for 
the financial year January 1 to December 31, 2011 
in accordance with the International Financial 
Reporting Standards as adopted by the EU and 
Danish disclosure requirements for listed com-
panies.

Further, in our opinion, the Parent financial 
statements give a true and fair view of the Par-
ent's financial position at December 31, 2011, and 
of the results of its operations and cash flows for 
the financial year January 1 to December 31, 2011 
in accordance with the Danish Financial State-
ments Act.

Statement on the management's 
commentary

Pursuant to the Danish Financial Statements 
Act, we have read the management’s commen-
tary. We have not performed any further pro-
cedures in addition to the audit of the consoli-
dated financial statements and Parent financial 
statements.

On this basis, it is our opinion that the informa-
tion provided in the management's review is 
consistent with the consolidated financial state-

ments and Parent financial statements.

Independent auditors’ report

Copenhagen, March 14, 2012

deloitte
Statsautoriseret Revisionspartnerselskab

Jens Rudkjær Carsten Vaarby
State-authorized public accountant State-authorized public accountant
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Consolidated statement of comprehensive 
income for the year

 Group Parent

DKK ’000 Note 2011 2010 2011 2010

Revenues 3,4 65,598 107,826 68,015 111,620

Production costs 5,6 (1,840) (5,442) (4,351) (10,319)

Research and development costs 5,6 (54,345) (71,608) (47,878) (62,546)

Write-down of research and development projects 5 - (189,541) - (11,275)

Divestiture of rights in Europe to Savene®  - - - 32,473

Sales and distribution costs 5,6 - - - (1,788)

Administrative expenses 5,6 (40,765) (38,778) (40,065) (37,181)

Operating loss  (31,352) (197,543) (24,279) 20,984

Income after tax from investments in subsidiaries 14  - (19,946) (180,780)

Financial income 7 11,729 80,863 20,183 116,056

Financial expenses 8 (10,642) (12,090) (8,969) (11,950)

Loss from continued operations before tax  (30,265)  (128,770) (33,011) (55,689)

Tax on profit/(loss) for the year 9 1,253 43,985 - -

Net loss from continued operations  (29,012) (84,785) (33,011) (55,689)

Net loss from discontinued operations 10 (3,999) 29,096 - -

Total comprehensive income for the year  (33,011) (55,689) (33,011) (55,689)

Total comprehensive income attribuable to:

Owners of the company  (33,011) (55,689) (33,011) (55,689)

Non-controlling interests  - - - 

Total comprehensive income for the year  (33,011) (55,689) (33,011) (55,689)

Basic and diluted EPS continued operations 11 (0.22) (0.64)

Basic and diluted EPS continued and discontinued operations 11 (0.25) (0.42) (0.25) (0.42)
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Balance sheet – assets

 Group Parent

DKK ’000 Note 2011 2010 2011 2010

Acquired research and development projects  229,626 235,717 202,828 208,919

Intangible assets 5,12 229,626 235,717 202,828 208,919

Other fixtures and fittings, tools and equipment  4,963 5,991 4,961 5,973

Tangible assets 5,13 4,963 5,991 4,961 5,973

Investment in subsidiaries 14 - - 31,134 27,941

Receivables from subsidiaries 14 - - 20 26,625

Other receivables 14 608 972 608 787

Non-current investments 14 608 972 31,762 55,353

Non-current assets  235,197 242,680 239,552 270,245

Inventories – raw materials  - 766 - 766

Inventories – saleable goods  - 859 - 859

Inventories  - 1,625 - 1,625

Trade receivables 15 1,643 3,721 1,643 2,543

Other receivables  8,775 11,816 8,664 11,618

Prepayments  792 913 824 746

Receivables  11,210 16,450 11,131 14,907

Short-term securities 16 9,768 - 9,768 -

Cash and cash equivalents 19 114,302 205,068 106,881 165,013

Current assets  135,279 223,143 127,780 181,545

Assets  370,476 465,824 367,331 451,789
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Balance sheet – equity and liabilities

 Group Parent

DKK ’000 Note 2011 2010 2011 2010

Share capital 17 132,652 132,652 132,652 132,652

Share-based payments 18 34,743 31,222 34,743 31,222

Retained earnings  163,333 196,345 163,333 196,345

Equity  330,729 360,219 330,729 360,219

Deferred tax 9 - - - -

Pension liabilities  - - - -

Other payables 20 13,585 14,116 13,585 14,116

Non-current liabilities  13,585 14,116 13,585 14,116

Trade payables  16,274 16,868 13,673 17,091

Deferred income 22 - 63,455 - 56,804

Debt to subsidiaries  - - - 82

Other payables 19 9,889 11,163 9,345 3,478

Current liabilities  26,163 91,486 23,018 77,454

Liabilities  39,748 105,602 36,603 91,570

Equity and liabilities  370,476 465,824 367,331 451,789

Changes in accounting policies and critical accounting policies 1
Financial instruments 19
Fair value of financial assets and liabilities 20
Other commitments 2 1
Deferred income 22
Related parties 23
Ownership 24
Fees to auditors appointed at the annual general meeting 28
Accounting policies 29 
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Cash flow statements

 Group Parent

DKK ’000 Note 2011 2010 2011 2010

Operating loss  (31,352) (197,543) (24,279) 20,982

Operations loss from discontinued operations  (6,560) (3,376) - -

Reversal of share-based payments  3,521 3,969 3,143 3,056

Reversal of pension commitments  - (315) - -

Reversal of divestment of Savene®  - - - (32,473)

Depreciation, amortization, and impairment losses 5 414 193,101 264 14,996

Working capital changes 25 (58,458) 31,742 (49,035) 32,981

Cash flows from operating activities before interest  (92,435) 27,577 (69,907) 39,542

Interest income etc. received  11,729 14,327  9,240 20,830

Interest expenses etc. paid  (9,394) (1,827) (5,161) (1,901)

Refunded income taxes  1,253 24 - -

Cash flows from operating activities  (88,847) 40,101 (65,828) 58,471

Purchase of tangible assets  (2,283) (3,746) (2,299) (3,747)

Sale of tangible assets  - 2,113 56 475

Capital increase in subsidiary  - - 3,147 (2,050)

Change of loan to subsidiary  - - 6,613 (45,537)

Purchase of investments  364 399 179 400

Divesture of Savene®  - - - 35,920

Discontinued operations   35,920  -

Cash flow from investing activities  (1,919) 34,686 7,696 (14,539)

Installment on lease commitments   -  -

Proceeds from the issuance of shares 27  138  138

Cash flows from financing activities  - 138 - 138

     

Increase/decrease in cash and cash equivalents  (90,766) 74,923 (58,132) 44,068

Cash and cash equivalents at January 1  205,068 130,145 165,013 120,945

Cash and cash equivalents at December 31  114,302 205,068 106,881 165,013

 Total cash and cash equivalents at December 31  114,302 205,068 106,881 165,013 
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Consolidated statement of changes in equity for the period January 1 to December 31, 2011

   Share 
 Number of Share preminum Retained 
 shares capital account earnings Total

DKK ’000

Equity at January 1, 2011 132,652,050 132,652 31,222 196,345 360,219

Net loss for the year - - - (33,011) (33,011)

Other comprehensive income for the year - - - - -

     

Total comprehensive income for the year  -  - - (33,011) (33,011)

Recognition of share-based payment - - 3,521 - 3,521

Equity at December 31, 2011 132,652,050 132,652 34,743 163,334 330,729

The share capital is an undistribuable reserve, while the  
other reserves are distributable for dividend purporses subject  
to the provisions of the Danish Public Companies Act.

Consolidated statement of changes in equity for  
the period January 1 to December 31, 2010

Equity at January 1, 2010 132,609,020 132,609 31,140 248,049 411,798

Net loss for the year - - - (55,689) (55,689)

Other comprehensive income for the year - - - - -

     

Total comprehensive income for the year - - - (55,689)  (55,689)

Recognition of share-based payment - - 3,940 31 3,971

Reversal of expired warrants   (3,858) 3,858 -

Share capital increase through warrant exercise 43,030 43 - 95 138

Equity at December 31, 2010 132,652,050 132,652 31,222 196,345 360,219

The share capital is an undistributable reserve, while the other reserves are distributable for dividend purporses subject 
to the provisions of the Danish Public Companies Act.

Equity – Group

Topotarget  •  Annual report 2011  Financial statements  37



Parent Company statement of changes in equity for the period January 1 to December 31, 2011

   Share 
 Number of Share preminum Retained 
 shares capital account earnings Total

DKK ’000

Equity at January 1, 2011 132,652,050 132,652 31,222 196,345 360,219

Net loss for the year - - - (33,011) (33,011)

Other comprehensive income for the year - - - - -

     

Total comprehensive income for the year - -  - (33,011) (33,011)

Recognition of share-based payment - - 3,521 - 3,521

Equity at December 31, 2011 132,652,050 132,652 34,743 163,334 330,729

The share capital is an undistributable reserve, while the  
other reserves are distributable for dividend purposes subject  
to the provisions of the Danish Public Companies Act.

Parent Company statement of changes in equity for  
the period January 1 to December 31, 2010

Equity at January 1, 2010 132,609,020 132,609 31,140 248,049 411,798

Net loss for the year - - - (55,689) (55,689)

Other comprehensive income for the year - - -  - -

     

Total comprehensive income for the year  - - - (55,689) (55,689)

Recognition of share-based payment - - 3,940 31 3,971

Reversal of expired warrants   (3,858) 3,858 -

Share capital increase through warrant exercise 43,030 43 - 95 138

Equity at December 31, 2010 132,652,050 132,652 31,222 196,345 360,219

The share capital is an undistributable reserve, while the other reserves are distributable for dividend purposes subject  
to the provisions of the Danish Public Companies Act. 

Equity – Parent
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Notes

1. Changes in accounting policies 

Basis of preparation
The annual report for  Topotarget, including consolidated financial statements, is prepared in accordance with the International 
Financial Reporting Standards (IFRS) as adopted by the EU, as well as additional Danish disclosure requirements for annual reports 
of listed companies.  Topotarget presents its financial statements in accordance with all applicable IFRS standards. The accounting 
policies for the Group are unchanged from 2010. The financial statements for the Parent Company is prepared in accordance with the 
Danish Financial Statements Act (reporting class D) and is unchanged from 2010. 

Standards and interpretations which have come into force and affect recognition and measurement
The annual report for 2011 is presented in accordance with the new and revised standards (IFRS/IAS) and interpretations (IFRIC) which 
apply for financial years starting on or after January 1, 2011. New standards and interpretations have not affected recognition and 
measurement. 

Standards and interpretations which have come into force and affect disclosures
The annual report for 2011 is presented in accordance with the new and revised standards (IFRS/IAS) and interpretations (IFRIC) which 
apply for financial years starting on or after January 1, 2011. New standards and interpretations have not affected disclosures. 

Standards and interpretations not yet in force
Standards and interpretations not yet in force at the time of publishing the present annual report have not yet taken effect and 
therefore have not been incorporated into the present annual report. Management believes that implementation of new and amended 
standards and interpretations will not affect the financial statements for 2012.

2. Significant accounting assumptions and estimates

In using the Group’s accounting policies, the management is required to use judgments, estimates, and assumptions concerning the 
carrying amount of assets and liabilities which cannot be immediately inferred from other sources. Management’s estimates are based 
on historical experience and other factors, including expectations of future events based on existing events. The actual outcome may 
differ from these estimates.

Estimates and assumptions are re-assessed in an on-going process. Changes to accounting estimates are recognised in the reference 
period in which the change occurs and in future reference periods if the change affects the period in which it is made as well as 
subsequent reference periods.

Areas in which the Group makes significant assumptions and estimates are described below. The Group’s accounting policies are 
described in Note 29 to the financial statements.

Revenue recognition
Revenue is recognised when it is probable that future economic benefits will flow to the company and such economic benefits can be 
measured reliably. In addition, recognition requires that all significant risks and rewards of ownership of the rights or services included in 
the transaction have been transferred to the buyer. Income from agreements with multiple components and where the individual com-
ponents cannot be separated is recognised over the period of the agreement. In addition, recognition requires that all significant risks 
and rewards of ownership of the goods or services included in the transaction have been transferred to the buyer. If all risks and returns 
have not been transferred, revenue is recognised as deferred income until all components of the transaction have been completed.

On February 2, 2010,  Topotarget entered into a license and cooperation agreement with Spectrum Pharmaceuticals, Inc. covering the 
development and commercialization of belinostat .   Topotarget has received an upfront payment of USD 30.0 million. According to the 
agreement, the initial upfront payment concerns several components which cannot be separated. The amount was recognised over a 
period of 18 months which commenced February 2, 2010.

Capitalization of development costs
Capitalization of development costs requires that the development of the technology or the product in the company’s opinion has been 
completed, that all necessary public registration approvals and marketing approvals have been obtained, that costs can be reliably 
measured and that the technology or the product can be commercialized and that the future income from the product can cover, 
not only production, sales and distribution costs and administrative expenses, but also development costs. As none of the company’s 
products have obtained the status required for capitalization, no development costs had been capitalised at December 31, 2011.
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Notes

2. Significant accounting assumptions and estimates – continued

Impairment test of acquired research and development projects 
The value of acquired research and development projects recognised in the balance sheet as at December 31, 2011 consist of the  
belinostat  program acquired in conjunction with the acquisition of   Topotarget UK in 2002 and the buy back of full control of  
belinostat  from the company´s former partner CuraGen in April 2008.

In the period, until a marketing approval has been obtained, the acquired research and development project is tested for impairment 
annually. After marketing approval has been obtained, an impairment test is performed only where events or other circumstances 
indicate that the carrying amount may not be recoverable. 

Included in the factors taken into account when testing for impairment are, among other things, expected market size and penetration 
thereof, the costs of development, manufacture and sales and marketing, and the risk that development will not prove successful, all 
of which have an effect on the value of the amount recognized. Especially for projects in early phases such assumptions include high 
uncertainty. 

Based on the impairment test performed no write-down was made in 2011 (2010: DKK 189.5 million).

3. Revenue

 Group Parent

DKK ’000  2011 2010 2011 2010

Sale of goods  - - 9,319 16,237

Sale of services  2,436 8,119 2,436 6,291

Milestone payments  63,162 99,707 56,260 89,092

Total  65,598 107,826 68,015 111,620
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Notes

4. Segment information

The Group’s revenue is divided geographically as follows:

 Revenue

DKK ’000  2011 2010

Denmark  - 218

Europe  375 7,676

US  65,223 99,932

Total  65,598 107,826

Upfront payment from Spectrum Pharmaceuticals exeeds 10% of total revenue, 2011 82% (2010: 77%).

The Group’s assets and additions to acquired research and development projects plus other fixtures and fittings,  
tools and equipment are divided geographically as follows:

  Additions to  
  acquired research 
  and development 
  projects plus other 
   fixtures and fittings, 
 Assets  tools and equipment

DKK ’000  2011 2010 2011 2010

      
Denmark  337,157 397,225 2,299 3,747

Europe  35,388 65,986  - -

US  - 2,613  - -

Total  372,545 465,824 2,299 3,747

Due to the divestiture of Totect® and   Topotarget USA, Inc., the company no longer has segmented information as the only
operation on-going in 2011 is development activities.

The comparative figures for 2010 have been reclassified accordingly.
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5. Depreciation, amortization, and impairment

 Group Parent

DKK ’000 Note 2011 2010 2011 2010

Acquired research and development projects  750 190,416 750 12,150

Other fixtures and fittings, tools and equipment  3,311 4,192 3,294 3,058

Gain/loss from sale of equipment  - (1,507) - (212)

Total  4,061 193,101 4,044 14,996

Allocated by function:

Research and development costs  1,128 1,652 1,112 2,030

Write-down of research and development projects 12 - 189,541 - 11,275

Administrative expenses  2,183 768 2,182 768

Discontinued operations  750 1,140 750 923

Total  4,061 193,101 4,044 14,996

6. Staff costs

Wages and salaries  42,244 48,239 36,144 37,562

Share-based payments  3,505 3,969 3,144 3,056

Pension contributions, defined contribution plans  2,322 4,787 1,993 3,678

Other social security costs  661 1,718 261 314

Total  48,732 58,712 41,542 44,609

Allocated by function:

Production cost  1,786 5,443 1,786 5,443

Research and development costs  23,386 22,151 23,257 19,490

Administrative expenses  16,514 19,715 16,499 19,676

Discontinued operations  7,046 11,403 - -

Total  48,732 58,712 41,542 44,609

Remuneration to the Board of Directors*)  2,324 2,067 1,798 1,918

Remuneration to the Management*),**)  9,248 12,194 9,248 12,194

Average number of employees  42 50 34 40

*) Of this, share-based payments to the Board of Directors in 2011 equalled DKK 186,000 and DKK 278,000 in 2010.  

**) Of this, share-based payments to the Management equalled DKK 1,715,000 in 2011 and DKK 879,0000 in 2010.

For share-based payments please see Note 18

Notes
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Notes

7. Financial income
 Group Parent

DKK ’000  2011 2010 2011 2010

Financial income from subsidiaries  -  - 9,130 7 ,161

Exchange rate adjustment of payables and receivables in foreign currencies  11,593 11,678 10,943 40,987

Financial income from securities and bank deposits  136 1,392 110 1,366

Write-down net of potential debt  - 67,793 - 66,542

Total financial income  11,729 80,863 20,183 116,056

During 2010 a write-down of APO projects and Zemap project in   Topotarget 
Switzerland S.A. and  Topotarget Germany A.G. have been made. As a con-
sequence of the write-down of the APO and Zemap projects the capitalized 
potential debt and milestone payments previously recognized as a liability 
are reversed as financial income.

8. Financial expenses

Exchange rate adjustment of payables and receivables in foreign currencies  (8,829) (1,836) (7,293) (1,900)

Amortization of debt concerning milestone payment  (1,664) (10,150) (1,664) (10,050)

Other financial expenses  (149) (104) (12) -

Total financial expenses  (10,642) (12,090) (8,969) (11,950)
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9. Tax on loss for the year
 Group Parent

DKK ’000  2011 2010 2011 2010

Current tax  (1,253) - - -

Adjustment of deferred tax  - (43,985) - -

Tax on loss for the year  (1,253) (43,985) - -

     

Deferred tax asset, net  238,041 265,435 113,989 111,627

Deductible temporary differences are attributable to the following terms:

Intangible assets  (137,454) (111,807) (116,164) (91,550)

Property, plant, and equipment  29,514 25,966 19,902 16,607

Other temporary differences  (4,258) 52,546 (4,258) 52,546

Tax losses carried forward  1,004,350 992,561 556,475 468,905

Total  892,152 959,266 455,955 446,508

Tax asset, not recognised  238,041 265,435 113,989 111,627

It is believed that at the present time there is not sufficient evidence that or 
when the tax asset can be utilized. It is therefore believed that capitaliza-
tion does not meet the requirement for recognition of assets in accordance 
with the accounting policies applied.

Of the consolidated loss to be carried forward, DKK 1,004 million,  
(2010: DKK 993 million), DKK 197 million (2010: DKK 202 million)  
is subject to foreign local restrictions with respect to application  
(source-of-loss restriction)

Due to the divestment of  Topotarget USA, Inc., the unrecognized tax asset 
has been reduced with DKK 31 million.

Reconciliation of the changes for the year:

Loss for the period before tax  (34,264) (99,674) (33,011) (55,689)

Calculated tax  (8,483) (22,003) (8,253) (13,922)

Changes in tax losses carried forward, not recognized  10,598 (8,185) 21,893 (26,765)

Changes in tax assets, not recognized  (6,754) (32,754) (19,531) 11,288

Other adjustments, not recognized  5,891 18,957 5,891 29,399

Total  1,252 (43,985) - -

Tax rate  (3.7%) 44.1% - -

Notes
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10. Discontinued operations

On December 29, 2011,  Topotarget concluded the agreement to divest the subsidiary  Topotarget USA, Inc, which was responsible for 
the sale of Totect® in the US. The decision to divest the US activity was taken in 2011 so that the main focus of the Parent Company 
could be continued, that of belinostat  and bringing this product to market.

The divestment was complete with effect from December 29, 2011 after which control of the activity was passed to the buyer  
Apricus Biosciences, Inc.

The sales price was agreed to USD 2.0 million of which  Topotarget received common stock in Apricus Biosciences, Inc. equal to one 
million seven hundred thousand dollars on December 29, 2011, and on December 29, 2012 (the one-year anniversary of the Closing 
Date),  Topotarget will receive common stock in Apricus Biosciences, Inc. equal to three hundred thousand dollars.

An potential payment of up to USD 2.0 million in shares in Apricus Biosciences, Inc based on achievement of certain milestones has 
been agreed upon.

  Group

DKK ’000    2011 2010

Operating income for the period until transfer of control    (6,560) (3,376)

Profit on sale of net asset    2,561 32,473

Result from discontinued operations    (3,999) 29,097

Operating income for the period until the transfer of control can be specified as

Revenue    12,536 21,212

Production cost    (5,579) (5,490)

Gross profit    6,957 15,722

Sales and distribution costs    (13,056) (19,098)

Administration costs    - -

Profit from operations    (6,099) (3,376)

Financial expenses/financial income    (461) -

Loss/profit before tax    (6,560) (3,376)

Tax for the period    - -

Result    (6,560) (3,376)
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10. Discontinued operations – continued
  Group

DKK ’000    2011 2010

The discontinued operations in the financial year impacted cash flow statement as

Cash flow from operating activities    (6,866) 24,991

Cash flow from investing activities    178 (175)

Cash flow from financing activities    -

Sales of the discontinued operations are as follows

Book value of net assets    (6,559) (2,822)

    (6,559) (2,822)

Net proceeds on sale less sales costs    9,120 35,295

Profit on sale    2,561 32,473

11. Basic and diluted EPS in DKK

Basic EPS
Basic EPS is calculated as the net result of the period’s continuing activities, attributed to the ordinary shares of the company divided 
by the weighted average number of ordinary shares.

Diluted EPS
Diluted EPS is calculated as the net result of the period’s continuing activities, attributed to the ordinary shares of the company 
divided by the weighted average number of ordinary shares adjusted for assumed dilution effect of issued equity instruments like 
convertible debts and issued outstanding warrants which can be converted to ordinary shares.

As the result is a net loss, no adjustment for dilution effects has been made since these are anti-diluting.

Basic and diluted EPS are as follow:

 Group Parent

DKK ’000  2011 2010 2011 2010

Loss for the year attributable to equity holder of the Parent  (29,012) (84,785)

Weighted average number of ordinary outstanding shares  132,652,050 132,640,379

Basic and diluted EPS from continued operations  (0.22) (0.64)

Loss for the year attributable to equity holder of the Parent  (33,011) (55,689) (33,011) (55,689)

Weighted average number of ordinary outstanding shares  132,652,050 132,640,379 132,652,050 132,640,379

Basic and diluted EPS from continued and discontinued operations  (0.25) (0.42) (0.25) (0.42)
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12. Intangible assets
 Group Parent

DKK ’000  2011 2010 2011 2010

Acquired research and development projects still in progress

Cost at January 1  535,570 536,384 215,806 216,620

Adjustment of acquisition value  (1,779) (814) (1,779) (814)

Cost at December 31  533,791 535,570 214,027 215,806

Amortization at January 1  (304,241) (114,700) (11,275) -

Write-down of research and development projects  - (189,541) - (11,275)

Amortization at December 31  (304,241) (304,241) (11,275) (11,275)

     

Carrying amount at December 31  229,550 231,329 202,752 204,531

Acquired research and development projects available for use

Cost at January 1  7,576 15,076 7,576 15,076

Disposals  (7,500) (7,500) (7,500) (7,500)

Cost at December 31  76 7,576 76 7,576

Amortization at January 1  (3,188) (4,875) (3,188) (4,875)

Amortization  (750) (875) (750) (875)

Amortization regarding disposals for the year  3,938 2,562 3,938 2,562

Amortization at December 31  - (3,188) - (3,188)

Carrying amount at December 31  76 4,388 76 4,388

Total acquired research and development projects  229,626 235,717 202,828 208,919

The weighted average residual term of licenses and rights is approximately 
(number of years)  0.50 5.75 0.50  5.75

Impairment test of acquired research and development projects 

The value of acquired research and development projects recognized in the balance sheet as at December 31, 2011 consists of the 
belinostat  program acquired in conjunction with the acquisition of  Topotarget UK in 2002 and in April 2008 in conjunction with the 
purchase from the former American partner to obtain the full control of this program. 

In the period until a marketing approval has been obtained, the acquired research and development project is tested for impairment 
annually. After marketing approval has been obtained, an impairment test is performed only where events or other circumstances 
indicate that the carrying amount may not be recoverable. 

Included in the factors taken into account when testing for impairment are, among other things, expected market size and penetration 
thereof, the costs of development, manufacture and sales and marketing, and the risk that development will not prove successful, all 
of which have an effect on the value of the amount recognized.

Write-down in 2010 DKK 189.5 million relates to write-down of non-belinostat  projects as a result of belinostat  being the primary 
focus of the Group.

There was no down-writing in 2011.

Topotarget  •  Annual report 2011  Financial statements  47



Notes

13. Property plant, and equipment
 Group Parent

DKK ’000  2011 2010 2011 2010

Other fixtures and fittings, tools, and equipment

Cost at January 1  16,286 15,192 24,505 22,148

Additions  2,299 3,747 2,299 3,747

Disposals  (655) (2,653) (655) (1,390)

Cost at December 31  17,931 16,286 26,150 24,506

Depreciation at January 1  (10,295) (8,149) (18,533) (16,601)

Depreciation   (3,311) (4,193) (3,294) (3,058)

Depreciation regarding disposals for the year  638 2,047 638 1,126

Depreciation at December 31  (12,968) (10,295) (21,189) (18,533)

Carrying amount at December 31  4,963 5,991 4,961 5,973

14. Non-current investments

Investments in subsidiary

Cost at January 1    468,973 466,923

Adjustment of acquisition value    - -

Addition through capital increase in subsidiary    3,147 2,050

Cost at December 31    472,120 468,973

Net impairment at January 1    (441,032) (430,110)

Income after tax from investments in subsidiaries    (19,946) (180,780)

Negative equity transferred to set off against receivables from subsidiaries    19,992 169,776

Negative equity transferred to debt to subsidiaries    - 82

Net impairment at December 31    (440,986) (441,032)

Value at December 31    31,134 27,941
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14. Non-current investments – continued
 Ownership 
 interest Parent

DKK ’000    2011 2010

Investments in subsidiaries comprise:

Name

 Topotarget UK Limited, England   100% 30,690 27,682

 Topotarget Germany AG, Germany   100% 360 265

 Topotarget USA, Inc., USA   100% - (85,060)

 Topotarget Switzerland S.A., Switzerland   100% (154,975) (147,637)

 Topotarget Netherlands B.V., The Netherlands   100% 84 84

Total equity    (123,841) (204,666)

Negative equity transferred to set off against receivables from subsidiaries/debt to subsidiaries  154,975 232,607

Value at December 31    31,134 27,941

Receivables from subsidiaries

Cost at January 1    229,062 183,525

Additions    20,176 45,537

Disposals    (26,789) -

Cost at December 31    222,449 229,062

Net impairment at January 1    (202,437) (62,398)

Negative equity transferred to set off against receivables from subsidiaries    (19,992) (169,776)

Exchange adjustments etc.    - 29,737

Net impairment at December 31    (222,429) (202,437)

Value at December 31    20 26,625
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14. Non-current investments – continued
 Group Parent

DKK ’000  2011 2010 2011 2010

Other receivable

Cost at January 1  972 1,371 787 1,187

Disposals  (364) (399) (179) (400)

Cost at December 31  608 972 608 787

Net impairment at January 1  - - - -

Exchange adjustments etc.  - - - -

     

Net impairment at December 31  - - - -

Value at December 31  608 972 608 787

15. Trade receivables

Trade receivables  1,643 3,721 1,643 2,543

Total  1,643 3,721 1.643 2,543

The table below shows the due dates of trade receivables:

Undue  268 2,934 268 1,756

Falling due within 90 days  1,375 528 1,375 528

Falling due after more than 90 days  - 259 - 259

Total  1,643 3,721 1,643 2,543

The average credit period for trade receivables is 73 days (2010: 56 days). The company is entitled to charge interest of 5% per annum 
after the due date, which is 30 days from the invoice date. Provisions are made for losses based on any uncertainties at any given 
time. Management performs analyses on the basis of customer´s expected ability to pay, historical information about payment 
patterns, and doubtful debtors and customer concentrations, customer credit worthiness and economic conditions in the company´s 
sales channels.
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16. Short-term sercurites
 Group Parent

DKK ’000  2011 2010 2011 2010

Listed shares  9.768 - 9.768 -

Total  9.768 - 9.768 -

     

Current assets  9.768 - 9.768 -

Non current assets  - - - -

Total  9.768 - 9.768 -

17. Share capital

The share capital consists of 132,652,050 ordinary shares of 1 DKK each.

Each share carries one vote. The shares are fully paid.

Changes in share capital from 2007 to 2011:

 Date Total DKK

Share capital January 1, 2007     45,684,880

Share issue through warrant exercise     30.03.2007 21,600

Share issue through warrant private placement     21.06.2007 12,000,000

Share issue through non-cash payment    27.06.2007 3,598,030

Share issue through non-cash payment    07.05.2008 5,000,000

Share issue through rights issue    02.07.2009 66,304,510

Share issue through warrant exercise    12.04.2010 43,030

Share capital December 31, 2011     132,652,050
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18. Warrants

For the purpose of motivating and retaining employees and other associated persons, the company has established stock option 
schemes in the form of warrants for members of the Board of Directors and employees/consultants as well as the company’s advisors.

The table below shows the extent of the individual programs that are active in the financial year or the comparative year.

     Subscription period – two weeks  Number 
 Time Number  Time after the release of interim Estimated exercised Outstanding Exercise 
 of issue warrants*** of grant and annual reports fair value or expired warrants price

DKK ’000

Program 1* 2001 1,652,320 26 March 2003 or later March and August 2006-2012 and March 2013 N/A 970,798 681,523 6.1

Program 2* 2003 1,226,976 26 March 2003 or later March and August 2006-2012 and March 2013 N/A 577,424 649,552 12.2

Program 3** 2005, March 622,501 11/mar/05 August and November 2006,     

    March, May, August and November     

    2007-2012 and March 2013 5,879 622,501 - N/A

Program 4* 2005, September 793,364 16/sep August 2006 and March, and August 2007-2012 7,281 150,087 643,277 17.5

Program 4* 2005, September 688,474 16/sep/05 March and August 2007-2012 and March 2013 6,318 95,836 592,638 17.5

Program 5* 2006, October 299,486 04/okt/06 March and August 2008-2013 and March 2014 3,707 47,793 269,193 23.8

Program 5* 2006, October 299,486 04/okt/06 March and August 2009-2013 and March 2014 3,707 47,793 269,193 23.8

Program 5* 2006, October 598,972 04/okt/06 March and August 2010-2013 and March 2014 7,414 95,586 538,386 23.8

Program 5* 2007, September 388,988 27/sep/07 March and August 2009-2014 and March 2015 4,098 89.355 315 17.4

Program 5* 2007, September 389 27/sep/07 March and August 2010-2014 and March 2015 4,098 89,355 315 17.4

Program 5* 2007, September 777,975 27/sep/07 March and August 2011-2014 and March 2015 8,196 178,710 629,265 17.4

Program 5* 2009, January 438,041 30/jan/09 August 2010-2016 and March 2017 1,028 88,006 375,036 3.2

Program 5* 2009, January 438,041 30/jan/09 August 2010-2016 and March 2017 1,028 88,006 375,036 3.2

Program 5 2009, January 876,083 30/jan/09 August 2010-2016 and March 2017 2,056 176,011 750,071 3.2

Program 5 2010, March 35,687 26/mar/10 March 2012-2017 and March 2018 148 - 35,687 5.3

Program 5 2010, March 35,688 26/mar/10 March 2012-2017 and March 2018 148 - 35,688 5.3

Program 5 2010, March 71,375 26/mar/10 March 2012-2017 and March 2018 295 - 71,375 5.3

Program 5 2010, July 398,062 09/jul/10 March 2012-2017 and March 2018 1,063 - 398,062 3.4

Program 5 2010, July 398,062 09/jul/10 March 2012-2017 and March 2018 1,063 - 398,062 3.4

Program 5 2010, July 796,126 09/jul/10 March 2012-2017 and March 2018 2,126 - 796,126 3.4

Program 5 2010, December 63,750 30/dec/10 March 2012-2017 and March 2018 154 - 63,750 3.2

Program 5 2010, December 63,750 30/dec/10 March 2012-2017 and March 2018 154 - 63,750 3.2

Program 5 2010, December 127,500 30/dec/10 March 2012-2017 and March 2018 307 - 127,500 3.2

Program 5 2011, February 22,500 07/feb/11 March 2012-2017 and March 2018 55 - 22,500 3.3

Program 5 2011, February 22,500 07/feb/11 March 2012-2017 and March 2018 55 - 22,500 3.3

Program 5 2011, February 45,000 07/feb/11 March 2012-2017 and March 2018 110 - 45,000 3.3

Program 5 2011, July 398,063 30/jun/11 March 2013-2017 and March 2018 609 - 398,063 2.0

Program 5 2011, July 398,063 30/jun/11 March 2013-2017 and March 2018 609 - 398,063 2.0

Program 5 2011, July 796,125 30/jun/11 March 2013-2017 and March 2018 1,218 - 796,125 2.0

Program 5 2011, October 12,500 27/okt/11 March 2013-2017 and March 2018 16 - 12,500 1.9

Program 5 2011, October 12,500 27/okt/11 March 2013-2017 and March 2018 16 - 12,500 1.9

Program 5 2011, October 25,000 27/okt/11 March 2013-2017 and March 2018 33 - 25,000 1.9

Total programs     62,989 3,317,261 9,496,050 

*) The holders have earned complete and final rights.
**) Issued in connection with company acquisitions. The holders have earned complete and final rights.
***) After conversion in connection with rights issue July 2, 2009.
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18. Warrants – continued

Under the programs, each warrant entitles the holder to subscribe for one share against cash payment of the exercise price, as illustrated 
in the table. The warrant program is conditional upon the warrant holder being employed with or acting as a consultant to the com-
pany or being a member of the company’s Board of Directors. Warrants subsequently vest after 12 months for 25% of the allocated 
warrants, after 24 months for another 25% of the allocated warrants, and the remaining 50% of the allocated warrants vest after 36 
months. If an employee/consultant/board member resigns, the person in question is obliged to exercise the vested warrants in the first 
coming exercise period after the date of resignation.

If issuing bonus shares, the number of shares which can be subscribed in accordance with the warrants is increased proportionally 
and the subscription price of the shares must be reduced proportionally so that the profit potential is retained. This is also the case, if 
shares are issued at a price beneath the market price. The number of shares which can be subscribed must be reduced proportionally 
and the subscription price has to be increased proportionally if the company reduces the capital by reserves to a special fund, cf. the 
Danish Public Companies Act, or in cover of loss, cf. section 44 of the Act. Last time bonus shares were issued was in Spring 2004.

In the event that a decision is made to liquidate the company, to merge or demerge the company, or to reduce the share capital 
through a subsequent disbursement, the warrant owners are entitled to exercise their warrants within 14 days.

The estimated values of warrants issued in 2011, 2010, 2009, 2007, 2006, and 2005 are calculated using the Black & Scholes model. 
The value is expensed on the income statement during the period in which the warrants vest.

The following assumptions provide the basis for the estimated fair values:

DKK ’000    2011 2010

Weighted average share price (DKK per share)    2.4 4.3

Weighted average exercise price (DKK per share)    1.7 3.5

Weighted average expected volatility (%)    76.0 83.0

Weighted average risk-free interest rate (%)    2.5 2.6

Expected dividend payout ratio (%)    - -

Period until expiry (number of years)    7 7

The expected volatility was calculated based on historic volatility of the share price of the Parent Company’s shares during the period 
from the IPO in June 2005.

Period until expiry is calculated on the basis of the most recent potential exercise of the warrant adjusted for expected termination of 
employment and other causes of non-exercise of the warrants.
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18. Warrants – continued

   Weighted   Weighted 
   average  average 
  Number of exercise  Number of exercise 
  warrants prices warrants prices

DKK ’000  2011 2011 2010 2010

Outstanding warrants January 1  8,392,435 7.6 6,461,685 11.5

Granted in the financial year  1,732,250 2.0 1,990,000 3.5

Exercised in the financial year  - - (59,250) 3.2

Expired in the financial year (resignation)  (230,000) - - -

Outstanding warrants, December 31  9,894,685 9.7 8,392,435 18.2

Hereof outstanding vested warrants, December 31  5,919,864  5,652,364 

The weighted average remaining contractual maturity was three years  
at December 31, 2011 and three years at December 31, 2010.

There was no warrants exercised in 2011 (2010: 59,250). 

The above assumptions were applied in connection with the calculation  
of the fair value of the warrants being vested. 

The following values were recognised for the programs: 

 Group Parent

DKK ’000  2011 2010 2011 2010

Recognized share-based payment, equity schemes  3,521 3,971 3,521 3,971

  3,521 3,971 3,521 3,971

As a part of their contract the CEO, CFO, and CMDO (executive management) are eligible to receive up to a total of 3,060,000  
warrants over a period of three years, each conferring a right to subscribe nominal DKK 1 share in the company. Any grant of  
warrants is subject to the shareholders of the company granting the Board of Directors authority to issue the warrants. 
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19. Financial instruments

Capital risk management
It is Group policy to minimize financial risks. The company does not use hedging transactions. Management carefully assesses and 
monitors the company’s currency and interest rate exposure.

The Group manages its capital with a view to ensuring at all times that all Group entities can meet their payment obligations and 
give investors the best possible return on their investment through the best possible ratio of debt to equity. The Group’s overall strategy 
is primarily focused on belinostat . 

The Group’s capital structure is composed of debt, as appears from the liabilities stated in the balance sheet with the exception of 
deferred tax, cash and cash equivalents and securities and equity, comprising both share capital, reserves, and retained losses.

The carrying amount of financial assets and financial liabilities equals the fair value of such assets and liabilities.

Cash and cash equivalents 
The company is a development-stage company generating income in 2011 from the sale of Totect® and from the sale of services.  
The company has a net cash outflow.

Group management regularly reviews the company’s capital structure and, in this respect, takes into account both the price of capital 
and the risk related to the capital.

The company has cash and cash equivalents to fund the day-to-day cash requirements of the business. Cash and cash equivalents 
amounted to DKK 114 million at December 31, 2011 (2010: DKK 205 million).

Significant accounting policies
Note 1 to the financial statements sets out the significant accounting policies and the methods applied, including policies on recognition 
and measurement.

Financial instrument categories
The carrying amount of each financial asset and liability is recognized in the balance sheet. The company’s financial assets include 
receivables, while its financial liabilities include current and non-current liabilities exclusive of deferred tax.

Financial risk management areas
The company monitors and reports on financial risk areas, including movements in exchange rates, interest rates, and liquidity. 
The company does not use financial hedging instruments.

No changes were made to the Group’s risk exposure or to the way in which risks are monitored compared with 2010.

Risk management – interest rates
The company is exposed to interest rate risk on marketable securities and cash on the asset side and to lease obligations and short-term 
loans on the liabilities side.
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19. Financial instruments – continued

In its management reporting, the company quantifies the interest rate risk by calculating a change in financial results and equity in 
case of a 50 basis point change in interest rates. Such a change is considered to be within a likely range.

The company’s interest rate exposure at December 31 is stated below:

 Group Parent

DKK ’000  2011 2010 2011 2010

Cash - demand deposit  114,302 205,068 106,881 165,013

Average interest  0.30% 0.50% 0.30% 0.67%

Total cash  114,302 205,068 106,881 165,013

Inter-company balances    155,165 148,159

Average interest    6.00% 6.00%

In case of a 50 basis point change in nominal interest rates,  
results and equity would be impacted by  150 1,025 150 825

Intercompany balances are written down to nil.

The interest exposure is believed to be insignificant compared to the Group´s overall operations.

Risk management – exchange rates
It is company policy to monitor exchange rate developments and, to the extent possible, to even out income and expenses in the 
same currency in order to reduce the overall exposure.

The company is primarily exposed to exchange rate fluctuations with respect to two areas. One of these areas represents the strategic 
investment in subsidiaries, while the other area relates to the company’s on-going short-term activities.
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19. Financial instruments – continued

 Group Parent

DKK ’000  2011 2010 2011 2010

The company’s exposure in foreign currencies at December 31  
are stated below:

Currency Payment/expiry

Receivables:

GBP 0-12 months  - - 4 7

USD 0-12 months  9,196 9,016 9,196 32,045

EUR 0-12 months  778 802 798 805

SEK 0-12 months  - 250 - 250

CHF 0-12 months  - - 155,150 147,656

Total receivables  9,974 10,068 165,148 180,763

Payables:

GBP 0-12 months  1,952 3,140 87 55

USD 0-12 months  5,938 55,163 5,938 54,215

USD More than 12 months  13,585 14,1 1 1  13,585 14,1 1 1

EUR 0-12 months  3,198 728 2,841 520

CHF 0-12 months  1,312 2,325 361 -

Total payables  25,985 75,467 22,812 68,901
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19. Financial instruments – continued

GBP, USD, EUR, and CHF are the currencies that have the greatest impact on results and equity and, accordingly, these are the cur-
rencies reported on in-house reports to the management. Management believes that the most likely fluctuations in these currencies 
are restricted to a 10% range. A 10% change upwards or downwards in the exchange rate at December 31 will have the following 
numerical impact on results and equity figures:

 Group Parent

DKK ’000  2011 2010 2011 2010

GBP  195 314 8 5

USD  1,033 6,026 1,033 3,636

EUR  242 7 204 29

CHF  131 232 15,479 14,766

The exchange rate exposure is believed to be insignificant compared to the Group’s overall operations.

Credit risk management
The company’s credit risk relates primarily to trade receivables from the sale of Savene®/Totect®. 

Customer payment compliance is carefully monitored, and any late payments are followed up immediately.

Due to the divestiture of  Topotarget USA, Inc. on December 29, 2011 the company no longer has sales activities, and therefore finds 
that there are no material credit risk.

Liquidity risk management
The Board of Directors is ultimately responsible for the company’s risk management. The Board of Directors has defined appropriate 
limits for how the company may procure adequate liquidity in the long term and in the short term to cover its on-going activities.
 
The company regularly monitors the liquidity requirements through renewed calculation of expected cash flows based on the cash 
flows realized.

All receivables and payables recognized in the balance sheet fall due within 12 months except the conditioned liabilities in relation  
to belinostat . 

Other obligations falling due after 12 months are listed in Note 21. Other commitments.
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20. Fair value of financial assets and financial liabilities

Included in the non-current liabilities is the potential payment of USD 3.0 million to CuraGen (2010 USD 3.0 million) in relation to 
the purchase of the full belinostat  rights in April 2008. 

The carrying value of other financial assets and financial liabilities is equivalent to the same assets´and liabilities´ fair value.

21. Other commitments

 Group Parent

DKK ’000  2011 2010 2011 2010

A rent agreement has been concluded with notice of  
termination of six months equivalent to  2,596 2,935 1,528 2,935

Other lease contracts  - 873 - -

Lease commitment, operational lease  131 223 131 223

Total  2,727 4,031 1,659 3,158

Other obligations are due as follows:

Up to one year  2,667 3,903 1,599  3,030

One to five years  60 128 60 128

Total  2,727 4,031 1,659 3,158

The Parent has an obligation to finance  Topotarget Switzerland S.A. activities for a period of 12 months after the balance sheet date.

22. Deferred income

The company signed a license and collaboration agreement concerning research and development of the belinostat  project. 
The agreement is a contract comprising of multiple componets and the amount received of DKK 162.9 million (USD 30 million) is  
recognized over a period of 18 months from February 2, 2010. Please see Note 2.

As at December 31, 2011 all deferred income from the Spectrum Pharmaceuticals agreement has been recognized.
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23. Related parties

Related parties include the following:

Group and Parent:

Shareholders
HealthCap funds, Stockholm, cf. Note 24
Avanza Bank, Stockholm, cf. Note 24
2011 No transactions
2010 No transactions

The company’s Board of Directors and senior management
2011 Renumeration and salaries, cf. Note 6
2011 Shares and warrants, see section on Board of Directors and Note 18
2010 Renumeration and salaries, cf. Note 6
2010 Shares and warrants, see the table in ”Corporate Governance” and Note 18

Other related paties
2011 Related parties to the Board of Directors and the executive management have  
received remuneration of TDKK 715 and warrants of TDKK 0.

2010 Related parties to the Board of Directors and the executive management have  
received remuneration of TDKK 761 and warrants of TDKK 75.

For the Parent Company:

The subsidiary  Topotarget UK Limited
2011 Intra-Group balance of TDKK 4 and interest on the intra-Group balance of TDKK 78 
2010 Intra-Group balance of TDKK 25 and interest on the intra-Group balance of TDKK 35 

The subsidiary  Topotarget Germany AG
2011 Intra-Group balance of TDKK 20 and interest on the intra-Group balance of TDKK 1
2010 Intra-Group balance of TDKK 19 and interest on the intra-Group balance of TDKK 0

The subsidiary  Topotarget USA, Inc.
2011 Intra-Group balance of TDKK 0 and interest on the intra-Group balance of TDKK 5,763
2010 Intra-Group balance of TDKK 86,806 and interest on the intra-Group balance of TDKK 4,170

The subsidiary  Topotarget Schwitzerland S.A.
2011 Intra-Group balance of TDKK 155,150 and interest on the intra-Group balance of TDKK 2,826
2010 Intra-Group balance of TDKK 147,656 and interest on the intra-Group balance of TDKK 2,955

The subsidiary  Topotarget Netherlands B.V.
2011 Intra-Group balance of TDKK (18) and interest on the intra-Group balance of TDKK 1
2010 Intra-Group balance of TDKK (18) and interest on the intra-Group balance of TDKK 1

Movements in intercompany balances all consists of transfer of cash to finance activities in subsidiaries.
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24. Ownership

     Ownership

As per December 31, 2011 the following shareholders hold more than 5%  
of the company’s share capital:

- HealthCap funds     13.01%

The HealthCap funds, that hold stocks in the Company are, HealthCap  
1999 KB, HealthCapKB, HealthCap 1999 GbR, HealthCap III Sidefund KB,  
OFCO Club III Sidefund, HealthCap IV LP, HealthCap IV BisLP, HealthCap IV KB,  
OFCO Club 1999 and OFCO Club IV

- Avanza Bank, Stockholm     6.35%

Insurance company Avanza Pension.

25. Working capital changes

 Group Parent

DKK ’000  2011 2010 2011 2010

Changes in current assets  6,865 2,621 5,401 1,782

Changes in current liabilities  (65,323) 29,120 (54,436) 31,199

Total  (58,458) 31,742 (49,035) 32,981

26. Non-cash transactions

The company has had no non-cash transactions during 2010 and 2011.

27. Proceeds from capital increases

There has been no transactions in 2011.
DKK 138 warrants were exercised in 2010.
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28. Fees to auditors appointed at the annual general meeting

 Group Parent

DKK ’000  2011 2010 2011 2010

Statutory audit services  415 455 340 375

Other assurence engagements  20 20 20 20

Tax services  - - - -

Other services  1,017 593 974 480

 Total   1,452 1,068 1,334 875

Separate audit of  Topotarget Germany AG,  Topotarget S.A.,  Topotarget Netherland B.V.,  Topotarget USA, Inc. has not been carried out 
as the companies are not deemed material to the consolidated financial statements for 2011.

29. Accounting policies

In addition to the description in Notes 1 and 2, the accounting policies are as described in the following.

Consolidated financial statements
The consolidated financial statements comprise the Parent Company and Group enterprises in which the Parent Company is entitled 
to determine finance and operating policies, which normally applies for ownership interests of more than half of the voting rights.

Basis of consolidation
The consolidated financial statements are prepared on the basis of the financial statements of the Parent Company and its subsidiar-
ies. The consolidated financial statements are prepared by adding items of a uniform nature. On consolidation intra-Group income 
and expenses, intra-Group accounts, dividends as well as gains and losses on transactions between the consolidated enterprises are 
eliminated. 

The financial statements used for consolidation are prepared in accordance with the Group’s accounting policies.

Acquisitions of subsidiaries are accounted for using the purchase method. Costs related to an acquisition are measured at the fair 
value of remuneration in the form of assets, the equity instruments granted and the liability incurred at the date of acquisition with 
the addition of costs directly connected to the takeover. From January 1, 2010 costs are recognized in the income statement.

Acquired identifiable assets, liabilities, and contingent liabilities in a business combination are measured on initial recognition at fair 
value at the acquisition date. Identifiable intangible assets are recognized if they can be separated or arise from a contractual right 
and the fair value can be reliably measured. Positive differences between cost and fair value of the Group’s share of the identifiable 
net assets are recognized as goodwill. 

Newly acquired subsidiaries are consolidated at the time when the controlling influence is established in the Group. 

Recognition and measurement
The items included in the financial statements of each entity of the Group are measured by using the currency that best reflects the 
economic substance of the underlying events and conditions applicable for the entity in question. The financial statements are pre-
sented in Danish Kroner (DKK), the Parent Company’s and the subsidiaries’ functional currency.

On initial recognition, assets and liabilities are measured at cost. Revenue and costs, assets and liabilities are subsequently measured 
as described below.

The preparation of financial statements assumes the use of certain critical accounting estimates. It also requires management to 
exercise its judgment in the process of applying the Group’s accounting policies. 

Assets are recognized in the balance sheet when it is probable that future economic benefits will flow to the Group and the value of 
the asset can be measured reliably.
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Liabilities are recognized in the balance sheet when the Group has a legal or constructive obligation as a result of a prior event, and 
it is probable that future economic benefits will flow out of the Group, and the value of the liabilities can be measured reliably.

Recognition and measurement take into consideration anticipated gains, losses, and risks that arise before the time of adoption of the 
annual report and that confirm or invalidate matters and conditions existing at the balance sheet date. 

Income is recognized in the income statement as and when earned, whereas expenses are recognized as incurred. Value adjustments 
of financial assets and liabilities are recognized in the income statement as financial income or financial expenses. 

Foreign currency translation
On initial recognition, transactions denominated in foreign currency are translated at the exchange rate ruling on the transaction 
date. Receivables, payables, and other monetary items denominated in foreign currencies that have not been settled on the balance 
sheet date are translated at the exchange rates ruling at the balance sheet date. Exchange differences between the exchange rate at 
the date of the transaction and the exchange rate at the date of payment or the balance sheet date, respectively, are recognized in 
the income statement as financial income or financial expenses.

On recognition in the consolidated financial statements of foreign subsidiaries in which Danish kroner (DKK) is the functional cur-
rency but which present their financial statements in another currency, monetary assets, and monetary liabilities are translated at the 
exchange rate at the balance sheet date. Non-monetary assets and liabilities measured based on historical cost are translated at 
the exchange rate at the transaction date. Non-monetary assets and liabilities measured at fair value are translated at the exchange 
rates at the most recent date of fair value adjustment.

Income statement items are translated at average monthly exchange rates, except for items derived from non-monetary assets and 
liabilities, which are translated at historical rates for the non-monetary assets and liabilities.

Income statement

Revenue
Revenue comprises of milestone payments and other income from research and development agreements. Revenue is recognized 
when it is probable that future economic benefits will flow to the company and such economic benefits can be measured reliably. 
Income from agreements with multiple components and where the individual components cannot be separated is recognized over 
the period of the agreement. In addition, recognition requires that all significant risks and rewards of ownership of the goods and  
services included in the transaction have been transferred to the buyer. If all risks and benefits have not been transferred, the revenue 
is recognized as deferred income until all components in the transaction have been completed.

Production costs
Production costs comprise costs incurred to generate the revenue. Production costs are comprised of salaries, contributions to pension 
schemes, costs of share-based payments, and other costs including depreciation, impairment write-down and amortization attribut-
able to the Group’s production activities.

Research and development costs
Research costs comprise salaries, contributions to pension schemes, costs of share-based payments and other costs, including patent 
costs, as well as depreciation and amortization attributable to the Group’s research activities. Research costs are recognised in the 
income statement as incurred. 
 
Development costs comprise salaries, contributions to pension schemes, costs of share-based payments and other costs, including 
depreciation and amortization attributable to the Group’s development activities. Capitalization assumes that the development of the 
technology or the product in the Group’s opinion has been completed, that all necessary public registration and marketing approvals 
have been obtained, and that costs can be reliably measured. Furthermore, it has to be established that the technology or the product 
can be commercialized and that the future income from the product can cover, not only production costs, sales, and distribution costs 
and administrative expenses, but also development costs.

Development costs are recognized in the income statement as incurred if the conditions for capitalization of the development costs 
are deemed not to be met.

Research and development costs also comprise any impairment write-down on acquired research and development projects made 
before the time when the project is available for use.
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Sales and distribution costs
Sales and distribution costs comprise costs incurred for the distribution of goods sold and for sales campaigns, including salaries, 
contributions to pension schemes for sales and distribution staff, office expenses and depreciation and other indirect costs. 

Administrative expenses
Administrative expenses comprise salaries, contributions to pension schemes to the management and administrative functions, office 
supplies as well as depreciation and amortization and other indirect costs. 

Financial income and expenses
These items comprise interest income and expenses, interest on capitalized milestone payments, the interest element of finance lease 
payments, realised gains and losses on marketable securities and realised and unrealised gains and losses on payables and transac-
tions in foreign currencies.

Income taxes 
Tax for the year, consisting of the year’s current tax and movements in deferred tax, is recognized in the income statement as regards 
the amount that can be attributed to the profit/loss for the year and posted directly in equity as regards the amount that can be at-
tributed to movements taken directly to equity. Current tax payable or receivable is recognized in the balance sheet as calculated tax 
on the taxable income for the year adjusted for prepaid tax.

The deferred tax charge is recognized and measured using the balance sheet liability method on all temporary differences between 
the carrying amount and the tax values of assets and liabilities. The tax value of the assets is calculated based on the planned use 
of each asset.

Deferred tax is measured based on the tax rules and rates in the respective countries that will apply under the legislation in force on 
the balance sheet date when the deferred tax asset is expected to crystallise as current tax. Changes in deferred tax resulting from 
changes in tax rates are recognized in the income statement.

Deferred tax assets, including the tax value of tax loss carry-forwards, are recognized at the value at which they are expected to be 
realized, either through a set-off against deferred tax liabilities or as net assets. 

Deferred tax assets and liabilities are not recognised if the temporary difference arises on initial recognition (in cases other than in 
connection with a business combination) of other assets and liabilities in a transaction not affecting the results for tax or accounting 
purposes.

Provision is made for tax on temporary differences arising on investments in subsidiaries, unless the Group can control the timing of the 
reversal of the temporary difference and it is probable that the temporary difference will not be reversed in the foreseeable future.

Discontinued operation
Discontinued operations are business areas or that has been sold or is intended for sale. Subsidiaries, which alone are for resale, are 
considered to be a discontinued operation.

The results of discontinued operations are presented in the income statement as a separate note (Note 10), which consists of operat-
ing profit after tax with respect to that activity and any gains or losses from fair value adjustment or sale of assets and liabilities 
associated with the activity.

Non-current assets and groups of assets held for sale are presented separately in the balance sheet as current assets. Liabilities 
directly associated with those assets are presented as current liabilities in the balance.

Non-current assets held for sale are not amortized, but are written down to fair value less costs to sell if this value is lower than the 
carrying value.

Segment reporting
The company in 2011 has only one segment of activity that of research and development. As only one segment is operated there is 
no need for a separate note on segment reporting.

The reason for the company only having one segment of activity in 2011 is due to the discontinued operations that of Totect®/
Savene®.

The Group does not allocate assets and liabilities to the segments.

Notes
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Share-based payment
All warrants granted after January 1, 2005 are equity instruments that are measured at fair value at the date of grant. Where war-
rants are included as part of an acquisition price of a subsidiary, the value of the equity instrument is recognized together with the 
remaining cost, and the balancing item is taken directly to equity to the reserve for share-based payment. Where warrants are issued 
as incentive programs, the compensation cost is charged to the income statement of the over the period when the warrants vest. The 
expense is allocated to production costs, research and development costs, sales, and distribution costs and administrative expenses, 
and the balancing item is taken directly to equity to the reserve for share-based payment.

The fair value is calculated using the Black&Scholes model, taking into consideration the anticipated exercise of the warrants grant-
ed. On each balance sheet date,  Topotarget estimates the anticipated number of warrants that will vest. Any change to the original 
estimates of number of warrants will result in a change of the expensed cost over the remaining vesting period. Prior year changes 
are recognized in the income statement in the year in which the change is identified.

Balance sheet

Goodwill
Goodwill is the amount at which the cost of an enterprise taken over exceeds the fair value of the Group’s share of the net assets 
acquired at the time of the takeover.

Goodwill is tested for impairment at every balance sheet date. In the event of an impairment loss, the carrying amount of the good-
will is written down to the recoverable amount. Write-downs are recognized in the income statement.

Acquired research and development projects
Costs of acquiring research and development projects are measured at cost price and recognized as intangible assets. The assets 
are amortized over their expected economic lives from the time when the project is ready for use (marketing approvals have been 
obtained). In the period until a marketing approval has been obtained, the acquired research and development project is tested for 
impairment annually. After marketing approval has been obtained, an impairment test is performed when events or other circum-
stances indicate that the carrying amount may not be recoverable.

Property, plant, and equipment
Other fixtures and fittings, tools and equipment as well as assets held under finance leases are measured at cost less accumulated 
depreciation and impairment losses. 

Cost comprises the acquisition price, costs directly attributable to the acquisition, and preparation costs of the asset until the time it is 
ready to be put into operation. In the case of assets produced in-house, cost comprises direct and indirect costs for materials, com-
ponents, third-party suppliers and labor. The cost price of assets held under finance leases is determined as the lower of the present 
value of future lease payments and the fair value. 

The basis for depreciation is cost less estimated residual value after the end of useful life. The expected residual value is re-assessed 
every year. The assets are depreciated on a straight-line basis over their useful lives, which are four to ten years.

Impairment of non-current assets
In the period until a marketing approval has been obtained, the acquired research and development project is tested for impairment 
annually. After marketing approval has been obtained, an impairment test is performed when events or other circumstances indicate 
that the carrying amount may not be recoverable.

The carrying amount of other intangible assets, property, plant and equipment as well as non-current asset investments is reviewed 
for impairment when events or changed conditions indicate that the carrying amount may not be recoverable. Where such an indica-
tion exists, an impairment test is made. An impairment loss is recognized in the amount by which the carrying amount exceeds the 
recoverable amount of the asset, which is the higher of the net present value and the net selling price. In order to assess the impair-
ment, the assets are grouped on the least identifiable group of assets that generates cash flows (cash-generating units). Impairment 
losses are recognized in the income statement under the same items as the associated depreciation or amortization.

Investments in subsidiaries (Parent Company)
Investments in subsidiaries are recognized and measured according to the equity method. This means that the investments are mea-
sured at the proportionate share of the companies’ equity value after addition or deduction of any unamortized positive or negative 
goodwill, respectively, and after deduction or addition of unrealized intra-Group gains and losses. 

Notes
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The Parent Company’s share of the subsidiaries’ profits or losses after tax and after elimination of unrealized intra-Group gains and 
losses and with the deduction or addition of amortization of positive, or negative, goodwill is recognized in the income statement.

Subsidiaries with a negative net asset value are recognized at DKK nil, and any receivable amount from these companies is written 
down, to the extent it is deemed to be irrecoverable. Where the negative net asset value exceeds the amount receivable, the residual 
amount is recognized under provisions to the extent that the Parent Company has a legal or constructive obligation to cover the 
relevant company’s obligations.

Net revaluation of investments in subsidiaries is transferred in connection with appropriation of the profit/loss for the year to the 
reserve for net revaluation according to the equity method.

Acquisitions of subsidiaries are accounted for using the purchase method. See above under consolidated financial statements. 

Inventories
Inventories are measured at the lower of cost under the FIFO method and net realizable value.

The cost of goods for resale, raw materials, and consumables includes the purchase price plus transportation costs. The cost of  
finished goods and work in progress comprises the cost of raw materials, consumables, and other manufacturing costs incurred by  
a sub-supplier.

The net realizable value of inventories is calculated as the expected selling price less completion costs and costs incurred in making 
the sale.

Financial assets
The Group and the Parent Company classify their financial assets in the following categories:

• Loans and receivables
• Available-for-sale financial assets

Financial assets are classified according to the purpose of the acquisition. Management determines the classification on initial recog-
nition and reevaluates this designation at every reporting date.

Loans and receivables are non-derivative financial assets with fixed or determinable payments that are not quoted in an active market. 
In the balance sheet, they are classified as trade receivables, other receivables and as loans.

Available-for-sale financial assets are non-derivative financial assets and are designated as short-term securities in the balance 
sheet.

Trade receivables
On initial recognition, trade receivables are measured at fair value and subsequently measured at amortized cost according to the 
effective interest method less provision for impairment based on an individual assessment.

Other receivables
On initial recognition, other receivables are measured at fair value and subsequently measured at amortized cost according to the 
effective interest method less write-downs for losses. 

Prepayments
Prepayments comprise incurred costs relating to subsequent financial years. Prepayments are measured at amortized cost, which 
usually corresponds to the nominal value.

Short-term securities
The securities are easily negotiable in the established markets. Short-term securities are classified as “available for sale”. Fair value 
equals the market price. Upon a sale, cost is measured according to the FIFO principle. Realized gains and losses (including realized 
exchange rate gains and losses) are recognized in the income statement as financial items. Unrealized gains and losses (including 
unrealized exchange rate gains and losses) are recognized directly in equity. Transactions are recognized on the trade date.

Cash and cash equivalents 
Cash comprises cash holdings and bank deposits with an insignificant price risk. Cash is measured at fair value.

Notes
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Equity
The share capital comprises the nominal value of the company’s ordinary shares, each with a nominal value of DKK 1.

Retained earnings include amounts paid as premium compared to the nominal value of the shares in connection with the company’s 
capital increases less external expenses, which are directly attributable to the increases of capital. The amount also includes unrealized 
gains and losses (including unrealized exchange rate gains and losses).

The reserve for share-based payment includes the value of recognized warrant programs measured at the fair value at the time of 
grant and subsequent value adjustments.

The buying and selling of own shares is recognized directly in equity. Own shares are therefore not recognized separately in the 
balance sheet. 

Provisions
Provisions are recognised when the Group has a legal or constructive obligation as a result of a prior event on or before the balance 
sheet date, and it is probable that the company has to give up future economic benefits in order to repay the obligation. The provi-
sions are measured according to an assessment of the costs required in order to repay the present obligation at the balance sheet 
date. Provisions which are not expected to be repaid within a year from the balance sheet date are measured at present value.

Lease commitments
Lease commitments relating to assets held under operating leases are recognized in the income statement over the terms of the 
contracts. Lease payments are recognized either in production costs, research and development costs, sales and distribution costs, or 
administrative expenses, depending on the use of the asset.

Financial liabilities
Financial liabilities, including trade payables and other payables, are initially measured at fair value. In subsequent periods, financial 
liabilities are measured at amortized cost, applying the effective interest method, to the effect that the difference between the pro-
ceeds and the nominal value is recognized in the income statement as financial expenses over the term of the loan.

Deferred income
The item reflects the part of revenue that has not been recognized as income immediately on receipt of payment and which concerns 
agreements with multiple components which cannot be separated.

Cash flow statement
The cash flow statement of the Parent Company and the Group is presented using the indirect method and shows cash flows from operat-
ing, investing, and financing activities as well as the Group’s cash and cash equivalents at the beginning and the end of the financial year. 

Cash flows from operating activities are calculated as the operating profit/loss adjusted for non-cash operating items, working capital 
changes and income taxes as well as interest paid. 

Cash flows from investing activities comprise payments in connection with acquisition and divestment of enterprises and activities as 
well as purchase and sale of intangible assets, property, plant, and equipment as well as non-current investments.

Cash flows from financing activities comprise changes in the size or composition of the Parent Company’s and the Group’s share capital 
and related costs as well as the raising of loans, instalments on interest-bearing debt, and payment of dividends.

Cash and cash equivalents comprise cash, deposits in financial institutions, liquid securities with terms of three months or less at the 
date of acquisition, less short-term bank debt that forms an integral part of the Group’s cash management activities.

Financial highlights and key ratios
The financial ratios have been calculated in accordance with “Recommendations & Ratios 2010”, issued by the Danish Society of 
Financial Analysts, as set out below:

Earnings per share
Earnings per share is calculated as the net profit or loss divided by the weighted average number of outstanding ordinary shares.

Diluted earnings per share
Diluted earnings per share is calculated as the net profit or loss divided by the average number of outstanding ordinary shares  
adjusted for the diluting effect of issued equity instruments.

Notes
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Share price at year-end
The year-end share price is determined as the average trading price (all trades) of the company’s shares on the NASDAQ OMX  
Copenhagen stock exchange at the balance sheet date or at the most recent trading date prior to the balance sheet date.

Assets/equity
Total assets at the balance sheet date divided by total equity at the balance sheet date.

Net asset value per share
Net asset value per share is calculated as total equity at the balance sheet date divided by the number of outstanding ordinary 
shares at the balance sheet date.

Notes
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Management letter to shareholders

The year 2012 has directed  Topotarget onto 
a clear and unwavering path. Our objec-
tive to make  belinostat the sole focus of 
 Topotarget has continued from 2011 – and 
successfully so. We have confirmed that 
 belinostat has demonstrated promising ef-
ficacy and that the compound has a fa-
vorable safety profile. 

2012 was also the year in which  Topotarget 
reached a new stage in the company’s 
development, which entailed a change 
in the size and structure of our executive 
management team. This change has fa-
cilitated an even more focused organiza-
tion and  Topotarget is fully motivated to 
bring  belinostat to the market and thereby 
contributing to the fight against cancer. 
Together with  our US partner Spectrum 
Pharmaceuticals, we are deeply involved 
in preparing for the New Drug Application 
(NDA) in  belinostat for peripheral T-cell 
lymphoma (PTCL) and, subsequent to the 
NDA submission, look forward to being 
able to explore the company’s long-term 
development plan.

BELIEF study
Our main focus in 2012 was the CLN-19 
BELIEF study in PTCL. In September 2012, 
the study reached its primary endpoint 
of an objective response rate (ORR) of at 
least 20%. Reaching this primary endpoint 
was indeed a milestone in the history of 
 belinostat and the potential of our drug 
was once again underlined. 

The positive news flow for  belinostat has 
continued into 2013 as we in January were 
able to announce that  belinostat also 
had a favorable safety profile in the BE-
LIEF study. The safety data were presented 
in an abstract at the annual T-Cell Lym-
phoma Forum in San Francisco, USA, which 
concluded that  belinostat is a candidate 
for a well-tolerated alternative for the 
treatment of PTCL.

In March 2013, top-line results from the 
BELIEF study further showed that the ORR 
was on par with the response rates report-
ed for both FolotynTM (27%)1 and Istodax® 

(25%)2. This very positive news together 
with the documentation of  belinostat’s 
compelling safety profile brings us closer 
to our goal of making  belinostat available 
for the patients in desperate need of alter-
native treatments.

Strategy 2013 
 Topotarget continues to strive towards es-
tablishing  belinostat as one of the most 
successful HDAC inhibitors in selected indi-
cations. In the pursuit of this objective, we 
are currently focusing on the filing of an 
NDA with the US Food and Drug Adminis-
tration (FDA) for  belinostat in PTCL. Provided 
that the FDA accepts the receipt of the NDA 
filing, we will receive a significant milestone 
payment and shares from Spectrum Phar-
maceuticals. 

As we are getting closer to the market, we 
are also able to take a longer-term look 
at  belinostat’s potential in new cancer in-
dications.

Clinical study potential
Based on the outcome of the expected 
FDA filing process, we will be looking into 
the possibility of pursuing new indications 
with  belinostat. The compound’s favorable 
safety profile and ability to combine with 
other cytotoxic agents open new doors for 
 belinostat in cancer indications where high-
ly cytotoxic regimens are used as standard 
treatment. 

We are currently exploring the possibil-
ity of initiating new clinical studies with 
 belinostat in the following indications: 
Thymic malignancies, myelodysplastic 
syndrome (MDS), hepatocellular cancer 
(HCC), and soft tissue sarcoma (STS). We 
furthermore see potential in the indication 

non-small cell lung cancer (NSCLC) in 
which we already have an on-going study. 

Directed share issue
In order to consolidate our financial re-
sources, we regularly consider the oppor-
tunities for carrying out a directed share 
issue under the existing authority granted 
to the Board of Directors.

Outlook
After having adapted the organization 
during 2012, we now have a much lower 
burn rate than in earlier years. Together 
with the expected milestone payment 
upon the anticipated NDA filing, this has 
provided the background for a positive fi-
nancial outlook for the year. We expect 
an estimated pre-tax profit in the range of 
DKK 74-79 million for the full year 2013. 
The estimate is based on the assumption 
that the FDA will accept the NDA filing 
and that  Topotarget will receive the first 
milestone payment from Spectrum Phar-
maceuticals in 2013.

Anders Vadsholt, 
CEO

1. www.folotyn.com
2. Coiffier et al, Journal of Clinical Oncology, February 20, 2012
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   2012 2011 2010 2009 2008

DKK ‘000     

Consolidated financial highlights and ratios     

Revenue  2,395   65,598   107,826   43,979   43,890 

Research and development costs  (46,522)  (54,345)  (70,608)  (89,884)  (146,906)

Write-down of research and development projects -   -  (189,541)  (21,200)  (93,500)

Sales and distribution costs -   - -  (29,136)  (44,796)

Operating loss  (80,210)  (31,352)  (197,543)  (132,492)  (294,371)

Net financials  (1,149)  1,087   68,773   (10,250)  (11,737)

Net loss from continued operations  (81,359)  (29,012)  (84,785) - -

Net profit/(loss) from discontinued operations  99   (3,999)  (29,096) - -

Total comprehensive income for the year  (80,017)  (33,011)  (55,689)  (140,464)  (301,209)

     

Basic EPS continued operations  (0.60)  (0.22)  (0.64) - -

Fully diluted EPS continued operations (0.60) - - - -

Basic EPS continued and discontinued operations  (0.60)  (0.25)  (0.42)  (1.41)  (4.68)

Fully diluted EPS continued and discontinued operations (0.60) - - - -

     

Consolidated balance sheet     

Cash and cash equivalents  41,460  114,302 205,068 130,145 107,998

Equity  251,247  330,728 360,219 411,798 429,376

Total assets  278,936  370,476 465,824 585,413 619,032

Investment in tangible assets (net)  (226)  (2,283)  (1,633)  2,016   (164)

     

Consolidated cash flow statement     

Cash flow from operating activities  (80,973)  (88,847)  40,101   (99,197)  (169,545)

Cash flow from investing activities  8,131  (1,919)  34,686   37,861   (44,366)

Cash flow from financing activities - -  138   118,780   (499)

     

Consolidated ratios     

Number of fully paid shares, year-end 132,652,050 132,652,050 132,652,050 132,609,020 66,304,510

Average number of shares for the period 132,652,050 132,652,050 132,640,379 99,456,765 64,323,636

Assets/equity 1.1 1.1 1.3 1.4 1.4

Market price, year-end (DKK) 2.15 2.51 3.57 2.59 3.62

Net asset value per share (DKK) 1.88 2.49 2.73 3.11 6.48

Average number of full-time employees 23 42 50 58 109

     
The figures for 2008 also include Topotarget Netherlands B.V. from January 1, 2008.

The figures for 2010 and beyond have been changed as the Savene® and Totect® activities are now presented as discontinued opera-
tions. Other years are presented as continued operations.      

Financial highlights and ratios
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 Belinostat – a class I and II HDAC (Histone 
DeACetylase) inhibitor – is being studied 
in multiple clinical trials as a single agent 
and in combination with chemotherapeutic 
agents for the treatment of various hema-
tological and solid malignancies. Its an-
ticancer effect is thought to be mediated 
through multiple mechanisms of action, 
including the inhibition of cell prolifera-
tion, induction of apoptosis (programed 
cell death), inhibition of angiogenesis, in-
duction of differentiation, and the resensi-
tization of cells that have become resistant 
to anticancer agents such as platinums, 
taxanes, and topoisomerase II inhibitors. 

 Belinostat is the only HDAC inhibitor in 
clinical development with multiple po-
tential routes of administration, including 
short and continuous intravenous (i.v.) in-
fusion and oral administration. 

As an HDAC inhibitor,  belinostat has sev-
eral qualities which lead to the definition 
of the drug as a strong member of the 
HDAC inhibitor class. The most evident of 
these qualities are the compound’s com-
pelling efficacy and its favorable safety 
profile as demonstrated in e.g. the BELIEF 
study in peripheral T-cell lymphoma.

Peripheral T-cell lymphoma

Efficacy surpasses primary endpoint
The pivotal BELIEF study (CLN-19) of 
 belinostat in patients with relapsed or re-
fractory peripheral T-cell lymphoma (R/R 
PTCL) was initiated in December 2008. 
The enrollment of 129 patients in the tri-
al was completed in September 2011 and 
on March 5, 2013,  Topotarget announced 
that the study had reached an objective 
response rate (ORR) on par with com-
peting products FolotynTM and Istodax®, 
which have accelerated approval for the 
treatment of R/R PTCL. The study’s primary 
endpoint, as established under a Special 
Protocol Assessment (SPA) agreement 

with the FDA, was an ORR of at least 20% 
– an endpoint that has been met and sur-
passed in the BELIEF study. Our US partner 
Spectrum Pharmaceuticals expects to file 
a New Drug Application (NDA) in mid-
2013, with an expected FDA decision on 
marketing approval in 2014.

Compelling safety profile
 Belinostat’s safety profile suggests that 
patients with R/R PTCL, including difficult-
to-treat patients with low platelet counts 
caused by marrow involvement or poor 
marrow reserve, can safely be treated with 
 belinostat.  Belinostat showed accept-
able safety findings in the BELIEF study, 
which was designed to enroll R/R PTCL pa-
tients (including those who had received 
a stem cell transplant) with a platelet 
count greater than or equal to 50,000/
μl. Many of these refractory patients with 
low platelet counts were not eligible for 
treatment on trials with alternative agents, 
and hence  belinostat has the potential to 
benefit a wider group of patients.

Ability to combine
The BELIEF study’s safety profile, as well as 
on-going studies of  belinostat in combina-
tion with cytotoxic regimens, may provide 
support to seeking approval for indications 
in both mono- and combination therapy 
with  belinostat for patients with PTCL. 
Combination with cytotoxic regimens is 
widely used in PTCL first-line treatment.

NDA filing 
 Topotarget is currently working diligent-
ly on preparing for the NDA filing for 
 belinostat in patients with R/R PTCL. In this 
preparatory process lies that all research 
and development activities (non-clinical, 
clinical, and manufacturing) must be sum-
marized and presented in accordance with 
current regulatory guidelines – an exten-
sive task which is leveraged by our dedi-
cated and focused team in cooperation 
with Spectrum Pharmaceuticals. 

Studies initiated in  
preparation for NDA filing
Based on the positive outcome of the BE-
LIEF study,  Topotarget and Spectrum Phar-
maceuticals are committed to the NDA 
filing for  belinostat in R/R PTCL. In prepa-
ration, two supportive studies (CLN-20 and 
NCI8846) have been initiated. Both stud-
ies are on-going and use i.v.  belinostat 
given as monotherapy. Available data will 
be part of the safety package for the NDA 
filing.

The CLN-20 study is a phase I drug-drug 
interaction study of  belinostat in combi-
nation with warfarin in patients with solid 
tumors or hematological malignancies. 
The study is conducted in the  Topotarget/
Spectrum Pharmaceuticals collaboration. 
Approximately 39 patients are expected to 
be enrolled and the primary endpoint is 
safety.

The NCI8846 study is a phase I phar-
macokinetic study of  belinostat for solid 
tumors and lymphomas in patients with 
varying degrees of hepatic dysfunction. Up 
to 80 patients are expected to be included 
and the primary endpoint is safety.

Cancer of unknown primary

The primary efficacy endpoint of progres-
sion-free survival (PFS) in the CLN-17 study 
in cancer of unknown primary (CUP) was 
not met. However, secondary endpoints 
showed signs of significant clinical activity 
with the objective response rate being sig-
nificantly higher (p = 0.0252) in the BelCaP 
( belinostat in combination with carboplatin 
and paclitaxel) group (43.2%) compared to 
the CaP (carboplatin and paclitaxel) group 
(22.2%). Moreover, some separation, al-
though not statistically significant, was ob-
served in the overall survival curves.  

The study confirmed that the favorable 
safety profile of  belinostat allows combi-
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nation therapy with full doses of common-
ly used cytotoxic anticancer therapeutics. 

Soft tissue sarcoma 

Initial results from the first stage of the 
phase II part of the phase I/II clinical trial 
(CLN-14) of  belinostat in combination with 
doxorubicin in patients with soft tissue sar-
comas (STS) met the predefined protocol 
criteria to continue into the further clinical 
development. Fifteen out of 20 patients 
(75%) achieved disease control and all 15 
patients remained in disease control at 
the three-month time point. The objec-
tive response rate was 15% (three objec-
tive responses), including one complete 
response, and additionally 12 patients 
achieved disease stabilization. These are 
encouraging data since patients suffering 
from sarcomas have a very dismal prog-
nosis and a paucity of treatment options. 
While results were promising, the study 
design does not facilitate a clear evalua-
tion of the  belinostat contribution to the 
combined effect. For this, a randomized 
study will be required. All 20 patients in 
the phase two part of the study have now 
completed treatment and  Topotarget will  
end the study as allowed by the protocol 
in order to explore new possibilities in the 
indication, including the possibility to initi-
ate a randomized trial.

Future perspectives and market 
entry outside the US 

PTCL opens doors
 Topotarget intends to build its market en-
try and build presence in emerging mar-
kets by bridging to the expected FDA ap-
proval of use of  belinostat in R/R PTCL. 

 Belinostat was granted Orphan Drug des-
ignation in the EU for the treatment of 

PTCL in October 2012, but a randomized 
trial is believed to be required as our com-
petitors have been refused to enter the 
European market based on the lack of a 
randomized trial.

The initiation of a post-marketing, confirm-
atory, randomized study with  belinostat in 
combination with currently used cytotoxic 
regimens for first-line treatment is a possi-
bility as this has been a requirement by the 
US health authorities for other condition-
ally approved drugs for the treatment of 
patients with PTCL. The results from such 
a confirmatory trial could in future be the 
backbone for entering the European mar-
ket in the indication. 

Orphan indication 
bridgehead to Europe
 Belinostat’s favorable safety profile and 
ability to combine with cytotoxic agents 
offers new opportunities for  belinostat in 
cancer indications where highly cytotoxic 
regimens are used as standard for the 
treatment of patients with a dismal prog-
nosis.  Topotarget is considering to further 
explore the development of  belinostat in 
orphan indications, such as thymic epithe-
lial malignancies or myelodysplastic syn-
drome, with a high unmet medical need 
for an early entry into the European mar-
ket. 

Study outlook

 Topotarget is currently investigating op-
tions for possible future studies with 
 belinostat in combination with other cy-
totoxic compounds for indications within 
hematological and solid malignancies. 
Some of the indications may require fur-
ther development of a commerically suited 
oral formulation of  belinostat in order to 
increase the compound’s flexibility and 
commercial value.

Thymic malignancies
Thymic malignancies are rare tumors with 
an incidence of 0.15/100,000 persons. 
There is no standard treatment for thymic 
malignancies after failure of platinum-
based chemotherapy which is standard of 
care for first-line treatment.

Treatment with  belinostat monotherapy in 
a group of 41 heavily pretreated patients 
with thymic malignancies did, in an NCI 
study (NCI8174), show intriguing duration 
of response and disease stabilization3. 
Another NCI-sponsored study (NCI8602), 
where  belinostat is combined with the 
cytotoxic regimens cisplatin, doxorubicin, 
and cyclophosphamide for first-line treat-
ment of thymic malignancies, is currently 
on-going and data presented at ASCO 
(American Society for Clinical Oncology) 
2012 reported a response of 75% in thy-
moma patients receiving the combination. 
The full abstract is available on www.to-
potarget.com.

Myelodysplastic syndrome
Myelodysplastic syndromes (MDS) are a 
group of hematological malignancies in 
which the bone marrow does not gener-
ate sufficient healthy blood cells. MDS 
can progress into acute myeloid leukemia 
(AML).  Belinostat has shown encourag-
ing signals of anticancer activity in pa-
tients with MDS in three clinical studies 
and we are therefore currently considering 
 belinostat for further clinical development 
in combination with other cytotoxic com-
pounds. Studies showing anticancer activ-
ity include the CLN-15 trial  and the NCI-
sponsored trial NCI7285. 

The CLN-15 study, a phase I/II clinical study 
of  belinostat in combination with idaru-
bicin in patients with AML not suitable for 
standard intensive therapy included two 
patients with MDS. Both patients had ob-
jective response. 

3. Giaccone JCO May 20, 2011 vol 29 2052-2059
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The NCI7285 phase I study of  belinostat 
in combination with azacitidine (5-AZA) 
for advanced hematological malignancies 
reported response in 10 out of 15 patients 
with MDS or chronic myelomonocytic 
leukemia (CMML) (two of the responding 
patients had CMML). The response rate of 
67% in the  belinostat and 5-AZA combina-
tion is thus promising compared to the use 
of 5-AZA as monotherapy.

Hepatocellular cancer
Hepatocellular cancer (HCC) is cancer in 
the liver and is the fourth most common 
type of cancer in the world. More than 
45% of 42 assessable patients with unre-
sectable HCC experienced clinical ben-
efit following treatment with i.v.  belinostat 
monotherapy. The median progression-
free survival was 2.64 months (95% CI, 1.55 
to 3.17 months) and the median overall 
survival was 6.60 months (95% CI, 4.53 to 
11.60 months) in  a phase I/II study con-
ducted by the NCI4. These results are en-
couraging as the progression-free survival 
and the overall survival rates are longer 

than reported for a similar study with a 
competing HDAC inhibitor. Preclinical data 
show synergy when combining  belinostat 
with sorafenib, which is, currently, the only 
approved drug within this indication. 

Soft tissue sarcoma
As previously mentioned,  belinostat in 
combination with doxorubicin has shown 
promising signs of anticancer activity within 
soft tissue sarcoma in the CLN-14 trial. The 
feasibility of initiating a randomized trial is 
being explored. 

Non-small cell lung cancer
Non-small cell lung cancer (NSCLC) is de-
fined as any type of epithelial lung cancer 
other than small cell lung cancer (SCLC). 
NSCLC is the most common type of lung 
cancer, accounting for about 85% of all 
lung cancers5. Together with Spectrum 
Pharmaceuticals,  Topotarget is conducting 
a phase I/II study to establish the maxi-
mum tolerated dose (MTD) of  belinostat 
in combination with carboplatin plus pacli-

taxel (BelCaP) in chemotherapy-naïve pa-
tients with stage IV NSCLC (SPI-1014-Bel). 

The trial was initiated in March 2011 and 
it is expected that up to 35 patients will 
be enrolled. Further development plans 
will depend on results from this on-going 
study.

     Randomized     
     phase II or  Enrollment  Time 
Indication Study Sponsor Phase I Phase II pivotal Target # status Milestone frame 

PTCL
 BELIEF 

SPPI*) 
    

100
 

Completed
 Top-line results H1 2013 

 (CLN-19)       NDA filing Mid-2013

NSCLC SPI-1014-Bel SPPI/TT
    

35 Recruiting
 Recruitment  

n/a
 

        completed 

       Phase II,   Results  

Solid + STS CLN-14 TT
    

55
 stage I phase II, 

Q3 2013
 

       completed stage I 

Drug-Drug CLN-20 SPPI/TT    39 Recruiting Top-line results  2013 

interaction

 BELINOSTAT kEy CLINICAL STuDIES ( TOPOTARgET OR SPECTRuM PHARMACEuTICALS)

*) Spectrum Pharmaceuticals
**)  Topotarget

4. Yeo et al Journal of Clinical Oncology, Sep 20, 2012;30(27):3361-7
5. American Cancer Society: http://www.cancer.org/cancer/lungcancer-non-smallcell/index
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Indication

Peripheral T-cell lymphoma (PTCL): 
PTCL is a hematological disease including a het-
erogeneous group of malignancies of T-cell origin 
that represents about 10-15% of all cases of non-
Hodgkin’s lymphoma. It is an aggressive, high-grade 
type of cancer with a poor prognosis of expected 
survival of approximately two years from diagnosis. 
The projections from annual cancer incidences point 
to 15,500 new cases of PTCL in the US, Japan, and 
in EU countries.

Cancer of unknown primary (CuP):
CUP is by definition a cancer where the origin of the 
primary tumor remains unknown despite the use of 
intensive diagnostic tools. The histological character-
istics detected in the biopsy yield some information 
of the origin, i.e. the tumor is an adenocarcinoma, 
a squamous cell carcinoma, or an undifferentiated 
or poorly differentiated carcinoma/adenocarcinoma. 
Approximately 2-5% of all solid tumors are CUP and 
despite treatment with chemotherapy most patients 
die within one year.

Soft tissue sarcoma (STS):
Soft tissue sarcomas are solid tumors defined by 
cancer in the soft tissues arising from mesenchymal 
cells such as muscles, tendons, and blood ves-
sels. It excludes sarcomas arising from bone. STS is 
a rare disease and less than 1% of all cancers are 
STS. Doxorubicin is the golden standard for first-line 
treatment. 

Study

CLN-19 BELIEF: 
Conducted under a Special Protocol Assessment (SPA) agreement with the 
FDA, the pivotal, registration phase II BELIEF trial is evaluating intravenous 
(i.v.)  belinostat as monotherapy for relapsed or refractory peripheral T-cell 
lymphoma (PTCL), an indication for which  belinostat has been granted Or-
phan Drug and Fast Track designations by the FDA. The BELIEF trial is an 
open-label, international, single-arm efficacy and safety study in patients 
with relapsed or refractory PTCL, who have failed at least one prior systemic 
therapy. The primary endpoint of the trial is a centrally reviewed objective 
response rate (ORR). The trial included approximately 100 clinical centers 
globally, with completion of patient enrollment announced in September 
2011. Top-line results were presented on March 5, 2013.

CLN-17:
An open-label randomized phase II study of  belinostat in combination with 
carboplatin and paclitaxel (BelCaP) compared to carboplatin and paclitaxel 
(CaP) in patients with previously untreated cancer of unknown primary. The 
study was a multinational, multi-center, randomized, comparative efficacy 
and safety study. Patients have been randomized to either BelCaP or CaP 
administered every third week. In total, 89 patients have been randomized 
and the study was closed for recruitment in December 2010. The primary 
study endpoint is progression-free survival (PFS), hence providing an esti-
mate of the hazard ratio of treatment effect. Top-line results were presented 
in mid-2012 and can be found on www.topotarget..com.

CLN-14:
A phase I/II clinical study of  belinostat in combination with doxorubicin in 
patients with STS. This open-label, multi-center, dose-escalation study was 
initiated to evaluate safety, efficacy, pharmacodynamics, and pharmacoki-
netics of the combination of  belinostat with doxorubicin administered every 
third week. After the maximum tolerated dose of  belinostat in combina-
tion with doxorubicin was established in patients with solid tumors, a co-
hort expansion was initiated in patients with STS. The cohort expansion was 
planned in two stages, but no additional 20 patients were enrolled. The 
protocol states that if three or more responders (complete response or par-
tial response) are observed, the trial can continue to accrue 40 soft tissue 
sarcoma patients in total. The last patient of the study has been treated. All 
20 patients in the phase II part of the study has now completed treatment 
and  Topotarget will end the study as allowed by the protocol.
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Partnerships

Spectrum Pharmaceuticals (2010) – 
license of  belinostat in North America 
and India
In February 2010,  Topotarget out-licensed 
North American and Indian rights on 
 belinostat to Spectrum Pharmaceuticals.   

Under the terms of the agreement, Spec-
trum Pharmaceuticals made an upfront 
payment of USD 30 million and took over 
100% funding of the PTCL BELIEF trial.

Spectrum Pharmaceuticals expects to sub-
mit an NDA for  belinostat in the orphan 
drug indication PTCL in mid-2013. 

In the cost-sharing for co-development 
in additional indications, Spectrum Phar-
maceuticals will contribute 70% and 
 Topotarget 30%.

 Topotarget is eligible to receive milestone 
payments upon successful achievement 
of certain development and commercial 
milestones of up to USD 320 million as 
well as double-digit royalties on sales in 
addition to the upfront payment.

The first expected milestone will be upon 
acceptance to file by the FDA, which is ex-
pected to occur within 60 days after the 
submission of the NDA to the FDA.

Edimer Pharmaceuticals (2009) – 
license of APO200 
In March 2009,  Topotarget out-licensed its 
non-oncology, pre-clinical development 

program APO200 to Edimer Pharmaceu-
ticals, Inc. 

Edimer is developing APO200 (EDI200) as 
a treatment for x-linked hypohidrotic ec-
todermal dysplacia (www.edimerpharma.
com).

 Topotarget has received an upfront pay-
ment and is entitled to future potential 
milestones and royalty payments.

Multimeric Biotherapeutics (2011) 
– license of IP rights to proteins 
containing TNF superfamily ligands 
In October 2011,  Topotarget out-licensed 
the exclusive rights to the further devel-
opment of the Multimeric TNF superfamily 
ligands (TNFSFs) for all therapeutics used 
to Multimeric Biotherapeutics, Inc.

Under the agreement, Multimeric Bio-
therapeutics will license the rights to all 
Multimeric fusion proteins containing 
TNFSFs which are covered by  Topotarget’s 
issued and pending patents in Europe, the 
US, Canada, Japan, Australia, South Ko-
rea, and other territories. The agreement 
also grants Multimeric Biotherapeutics 
the rights to sub-license. TNFSFs are not a 
core activity of  Topotarget IP assets. 

 Topotarget is entitled to future potential 
milestones and royalty payments.

Oncology Venture (2012) – license of 
APO010
In November 2012,  Topotarget entered into 
an exclusive license agreement with On-
cology Venture ApS granting the global 
rights to the further clinical development 
of APO010.

Under the agreement, Oncology Venture 
will license all rights specific to APO010 
which are covered by  Topotarget’s issued 
and pending patents.

 Topotarget has received an upfront pay-
ment and is entitled to future potential 
milestones and royalty payments.

National Cancer Institute (NCI), uSA – 
academic collaboration
 Topotarget is party to a Clinical Trial 
Agreement (CTA) with the NCI under which 
the NCI sponsors a number of clinical tri-
als evaluating the activity of  belinostat, 
either alone or in combination with other 
anticancer therapies, for the treatment of 
hematological cancers and solid tumors.

Commercial opportunities
for  belinostat
 Topotarget continues to explore the com-
mercial opportunities in Europe, Asia/Pa-
cific, and ROW in order to commercialize 
 belinostat most optimally.

Topotarget  •  Annual report 2012  Partnerships 7

Topotarget  •  Annual report 2012  Partnerships 7

Partnerships

Management letter • Financial highlights • Belinostat • Other company information • Statements • Financial statements

Partnerships • Corporate Governance • CSR • Risk profile and risk management • The process of accounts preparations

Board of Directors • Management • Shareholder information • Annoucements and investor news 2012 • Financial review



Corporate Governance

The Board of Directors defines the objec-
tives, goals, and strategies of the company 
and makes decisions on matters of major 
significance and unusual nature. On be-
half of the shareholders, the Board of Di-
rectors furthermore supervises the organi-
zation and ensures that the company is 
managed appropriately and in accordance 
with legislation and the company’s Articles 
of Association. The Board of Directors does 
not participate in the day-to-day manage-
ment of the company. 

In addition to undertaking the overall 
controlling of  Topotarget, it is the primary 
responsibility of the Board of Directors to 
define the strategic framework for the ac-
tivities and action plans of the company 
and to maintain a constructive dialogue 
with the Management Board regarding 
the implementation of strategies. In addi-
tion, the Board of Directors appoints the 
Management Board, sets out its terms 
and tasks, and supervises its work and the 
company’s procedures and responsibilities.

The Chairman of the Board is currently 
acting as Executive Chairman during the 
company’s on-going strategy review.

Openness and transparency
 Topotarget’s current and future share-
holders as well as other stakeholders 
have different requirements in terms of 
corporate information. However, all rely 
on the quality of the information avail-
able. Openness and transparency are 
therefore pivotal for evaluating  Topotarget 
and its prospects and  Topotarget seeks to 
maintain open communication through 
company announcements, investor meet-
ings, and company presentations. As a 
result,  Topotarget’s annual report, interim 
reports, and other company announce-
ments are available in both Danish and 
English.  Topotarget seeks to ensure a 
timely convening of the company’s annual 
general meetings, allowing its sharehold-
ers and others to consider the issues on 
the agenda for the general meeting.

Diversity
 Topotarget fully understands and supports 
the importance of diversity in the organiza-
tion. We believe that a diverse work force 
and work place results in greater quality of 
work as well as a broader understanding 
of various organizational tasks. This mind-
set is thus clearly supported in  Topotarget 
when looking at the composition of the 
company. 

Consequent to the company’s focus on a 
diverse work force, we continuously seek to 
maintain a balanced gender composition 
in both our management team (1/4 men/
women) and our Board of Directors (5/2 
men/women). Please refer to pages 13-14 
for an overview of our governing bodies.

Composition of the Board of Directors
Pursuant to Article 14 of  Topotarget’s Ar-
ticles of Association, a maximum of seven 
members can serve on the  Topotarget 
Board of Directors. The article further stipu-
lates that board members must retire when 
they reach the age of 70.  Topotarget seeks 
to ensure that at least a majority of the 
board members are independent of spe-
cial interests. As such, six of  Topotarget’s 
seven board members are independent. 
All board members are evaluated by the 
entire Board of Directors on a yearly basis.

The key considerations made in relation to 
the appointment of the Board of Directors 
were the professional background and in-
dustry experience of each candidate. The 
activities of the Board of Directors are 
governed by an internal set of procedural 
rules. For relevant background information 
on the individual board members, please 
go to page 13 or visit http://www.topotarget.
com/about-us/board-of-directors.aspx 

The Board of Directors has established a 
formal process for evaluating the manage-
ment, and objectives are agreed upon in 
connection with the budgeting procedure 
and evaluated finally at year-end. The 
Board of Directors continuously discusses 

the goals and strategies of  Topotarget as 
well as  Topotarget’s ability to implement 
the strategies and live up to expectations. 
The Chairman of the Board has well-
defined tasks, duties, and responsibilities. 
Among these to make sure that the board 
members have the competencies that are 
required for a governing board. The entire 
Board of Directors evaluates the board’s 
composition to ensure that the needed 
competencies are at hand and also to en-
sure a transparent process on the election 
of board members at the annual general 
meeting.

In 2012, the Board of Directors held 14 
meetings (either in person, via telephone, 
or by way of written resolutions).

Audit Committee
The Audit Committee’s main purpose is to 
review the financial controls and to work 
with the independent auditors in connec-
tion with their audit of the company’s fi-
nancial statements and to make reports 
and recommendations to the Board of Di-
rectors on these matters. The members of 
the Audit Committee are Bo Jesper Hansen 
(Chairman) and Per Samuelsson.

Internal rules in the form of a Manage-
ment Instruction governing the allocation 
of powers between the company’s Board 
of Directors and the senior management 
have been established, and the company 
intends to have an on-going policy of ac-
tively pursuing a strategy of good corpo-
rate governance.

In 2012, the Audit Committee held 4 meet-
ings (either in person or via telephone).

Remuneration and 
Nomination Committee
The Board of Directors has moreover es-
tablished a Remuneration and Nomina-
tion Committee. In regard to nomination, 
the committee’s tasks are to describe and 
evaluate the required qualifications of the 
two governing bodies as well as making 
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recommendations on changes. Further-
more, the committee considers and rec-
ommends proposals for candidates for 
executive positions in the company. With 
regard to remuneration, the sole purpose 
of the committee is to evaluate and make 
recommendations to the Board of Direc-
tors on the remuneration paid to board 
members and the senior management as 
well as recommendations concerning em-
ployee incentive programs. The committee 
consists of the following members: Bo Jes-
per Hansen (Chairman), Per Samuelsson, 
Ingelise Saunders, and Anker Lundemose.

Exceptions
It is the view of the Board of Directors that 
 Topotarget complies with the Recommen-
dations on Corporate Governance from 

August 2011, however, with the following 
exceptions:

 Topotarget has, due to its size, not formal-
ly elected a Deputy Chairman.

The Chairman of the Board of Directors 
and the Chairman of the Audit Committee 
and the Remuneration and Nomination 
Committee are identical reasoned by the 
qualifications of the Chairman. Further-
more, the Chairman has been appointed 
Executive Chairman during the current 
strategic review – please refer to Note 22 
for further details. 

 Topotarget offers share-based remunera-
tion programs to board members, the 
reason being that the company considers 

share-based remuneration programs es-
sential and necessary tools to attract and 
retain board members with international 
experience and profiles and to secure 
alignment with the company strategy.

 Topotarget does not disclose remunera-
tion of board members or managers at an 
individual level.  Topotarget considers this 
information to be private and believes that 
information at an individual level is of lim-
ited value to the shareholders.

A full description on  Topotarget’s approach 
to Corporate Governance can be found on 
our homepage http://investor.topotarget.
com/governance.cfm 

Corporate Social Responsibility

 Topotarget does not have a formal policy 
on Corporate Social Responsibility (CSR).

Despite not having a formal policy on the 
area, we recognize the significance of CSR. 

We therefore continue to develop and 
implement new operating standards and 
procedures to support and fulfill our obli-
gations to both our internal and external 
stakeholders and to our shareholders.
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Risk profile and risk management

Risk profile
We are reducing our facilities outside Den-
mark through a planned closure of our 
dormant German and Dutch subsidiaries 
in order to devote our focus on our lead 
development compound,  belinostat.

 Topotarget conducts global clinical studies 
with  belinostat and is therefore, through 
this activity, exposed to a variety of risks 
– some of which are beyond our control. 
If not properly assessed and controlled, 
these risks may have significant impact on 
our business.

Risk management approach
Active management of operational, finan-
cial, and compliance risks is a prerequisite 
for  Topotarget. Risks are identified and re-
ported through a systematic process. Con-
solidation, analysis, and evaluation take 
place with stakeholders within  Topotarget 
and as required with external consultants. 
Management is responsible for the final 
calibration of risks and review of mitigat-
ing actions. Management and the Board 
of Directors discuss and decide on the risk 
tolerance for the most significant risks.

Semi-annually the company completes 
a risk management business process and 
reports relevant findings to the Board of 
Directors as well as ad hoc reporting to 
relevant stakeholders.

The risk management business process 
defines clear responsibilities for the Board 
of Directors as well as the management. 
The Board of Directors is responsible for:

• Approval of the Risk Policy, including 
risk tolerance levels

• Review and approval of top risk sce-
narios 

• Review of the current level of mitiga-
tion of top risks

• Proposals for additional mitigation, if 
required

• Verification of the adequacy of the risk 
management infrastructure 

Management is directly responsible for the 
management and mitigation of key risks 
as well as for the maintenance of a robust 
risk management business process, includ-
ing the reporting cycle.

Below you will find a summary of the 
company’s main risk areas and a summa-
ry of how the company seeks to address 
these risks.

Development and scientific risks
Through scientific and medical advice 
 Topotarget seeks to ensure the optimal 
selection of future disease targets. A Sci-
entific Committee consisting of board 
members and key  Topotarget employees 
is closely monitoring and assessing data 
from our clinical trials as well as other rel-
evant scientific information. This is in order 
to comply with the extensive regulatory 
requirements that we are subject to when 
working with clinical studies, but also to be 
able to make the best decisions in relation 
to available data.

In general, as for all drug development, 
there is a risk that lack of efficacy or un-
expected serious adverse events in rela-
tion to the clinical product will have ad-
verse effect on study outcome. There is 
also the risk that inclusion of patients in 
clinical studies is insufficient to meet time-
lines. Moreover, unforeseen safety issues 
or changes of regulatory requirements can 
influence the timing and nature of our 
clinical development activities, costs, and 
related revenues such as milestone pay-
ments and cost reimbursement.

Regulatory risks
 Topotarget’s activities can be affected by 
regulatory requirements and changes im-
plemented in individual countries. Modi-

fied legislation or reinterpretation of leg-
islation in  Topotarget-relevant countries 
may result in unintended or unexpected 
costs or timeline extensions.

Risks related to the 
market and partners
Our reliance on the collaboration with 
Spectrum Pharmaceuticals is very im-
portant for our business as well as our 
future growth. A significant part of our 
future revenue, in particular milestones 
and royalties, may depend on a continued 
good collaboration. Our business might 
be negatively affected if Spectrum Phar-
maceuticals become unable to meet their 
obligations.  Topotarget relies on Spectrum 
Pharmaceuticals’ ability and willingness 
to file an NDA and for the FDA to subse-
quently grant a marketing authorization.

 Topotarget is furthermore subject to a 
range of normal biopharmaceutical com-
mercial risks, including:

• Competition from existing treatments 
and/or new drugs

• Market size of lead indications

• Product pricing and reimbursement 
policies

• Interest from potential partners and 
investors

• Development time of new clinical trials

• Patent protection and ability to pre-
vent infringements

Risks related to legal requirements
Another risk scenario is that  Topotarget’s 
ability to protect itself in potential patent 
lawsuits is insufficient; for instance if our 
intellectual property is not protected or 
our products infringe on a competitor’s in-
tellectual property. We therefore continue 
to file necessary patent applications in an 
effort to protect our product and tech-
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nologies. We maintain strict confidential-
ity standards and agreements for internal 
employees and any collaborating parties 
in order to protect business secrets.

Financial risks
By mainly concentrating our facilities in 
Denmark, we are reducing our exposure to 
fluctuations in exchange rates. However, 
as we are conducting global clinical stud-
ies, have shared clinical costs with Spec-
trum Pharmaceuticals, and procuring ser-
vices in a global environment, we are still 
exposed to exchange rate fluctuations.

The company’s cash holdings consist of 
deposits held in cash. The interest rate 
risk is insignificant relative to  Topotarget’s 
combined operations.

Capital resources
 Topotarget is a drug development com-
pany without commercial revenue. We 
will, excluding revenue from collabora-
tion partners, be cash consuming until 
 belinostat becomes commercially avail-
able. It is therefore crucial that the compa-

ny at all times ensures sufficient financial 
resources.

At present,  Topotarget relies heavily on 
receiving, in 2013, the expected milestone 
payments released on Spectrum Pharma-
ceutical’s expected NDA filing with the 
FDA.

Should any delay occur in the filing, it is 
crucial for  Topotarget to be able to raise 
alternative financing until such milestone 
payments are received.

Risk management
A number of factors concerning  Topotarget 
and our strategies contribute to a reduc-
tion of the overall risks:

• We are pursuing a partnering strategy 
which reduces a large part of the fi-
nancial risks; we have a strong devel-
opment agreement for  belinostat with 
Spectrum Pharmaceuticals for North 
America and India, who will handle 
the commercialization of  belinostat 
in these geographical regions; we are 

exploring commercial opportunities for 
 belinostat in Asia and Europe

•  Topotarget collaborates with several 
scientific organizations and has a large 
representation of scientific expertise 
within the company, ensuring bridge-
building between science and the 
treatment of patients

•  Topotarget is a professional organiza-
tion which strives to keep updated on 
and compliant with laws affecting the 
company’s activities 

• We are dependent on contract man-
ufacturers for the manufactory of 
 belinostat, and therefore we are con-
tinually exploring our options to alle-
viate the risk of supply issues

• Our Board of Directors continuously 
evaluates the need to increase the 
company’s financial resources based 
on financial reporting prior to board 
meetings
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The process of accounts preparations

The overall responsibility for the company’s 
control and risk management in relation 
to the financial reporting process, includ-
ing compliance with applicable legislation 
and other financial reporting regulations, 
rests with  Topotarget’s Board of Directors 
and Management Board.

Financial report process
The company has an Audit Committee 
consisting of members of the company’s 
Board of Directors. The Audit Committee 
reviews and discusses auditing and ac-
counting matters with the company’s au-
ditors elected by the shareholders and the 
Management Board in accordance with 
the Audit Committee’s terms of reference. 

 Topotarget’s primary focus is to ensure that 
the financial statements are in accordance 
with relevant accounting legislation and 
other provisions and regulations and give 
a true and reliable view of the company’s 
activities and financial position.

The preparation of the company’s finan-
cial reporting follows a planned structure 
involving segregation of duties.

 Topotarget has established internal 
monthly reporting with a view to effec-
tively managing its financial status. The 
reporting process involves analyses of de-
viations between actual results, business 
plans, budgets, and the most recently up-
dated estimate for the financial year. The 
monthly report, including an explanation 
of deviations for the principal business ar-
eas, is reviewed by the Management Board 

before it is distributed to the Board of Di-
rectors.

The company’s statutory reports are pre-
pared according to the same structure as 
the monthly reports.

The quarterly reports are reviewed at an 
Audit Committee meeting before they are 
approved at a board meeting and subse-
quently released for publication.

The annual audit and reporting process 
comprise detailed planning of individual 
assignments, planning meetings between 
Investor Relations, the finance depart-
ment, and the external auditors. The audit 
and planning process is based on an ap-
proved audit strategy.

The annual report is prepared in close col-
laboration with key individuals from each 
business unit. In addition, the auditors en-
sure that the financial statements provide 
a reliable and true view of the company’s 
assets, liabilities, and financial position, 
ensuring that the annual report is pre-
sented in accordance with the accounting 
policies adopted.

Control environment
The Audit Committee, and subsequently 
the Board of Directors, at least once a 
year, assesses the Group’s organizational 
structure, its risk of fraud, as well as the 
existence of in-house rules and guidelines.

The Group’s control and risk management 
systems may provide reasonable, but not 

absolute, assurance that misappropriation 
of assets, losses, and/or significant errors 
and omissions in the financial reporting 
are avoided.

The Board of Directors and the Manage-
ment Board are responsible for establish-
ing and approving general policies, proce-
dures, and controls in key areas in relation 
to the financial reporting process. The 
Board of Directors approves the overall 
policies, procedures, and controls, which 
are maintained and monitored by the 
Management Board and key employees 
representing each business area.

 Topotarget has established policies and 
procedures for the key areas in relation to 
the financial reporting process, including 
business procedures for financial reporting 
and planning, business procedures for the 
finance function and other key business 
units, and for IT security.

Risk assessment
The Board of Directors makes an annual 
general assessment of risks in relation to 
the financial reporting process. The objec-
tive of  Topotarget’s internal risk manage-
ment system is to maintain effective pro-
cedures for identification, monitoring, and 
reporting of such risks. This includes an 
assessment of IT security, the risk of fraud, 
and the measures to be taken to reduce 
and/or eliminate such a risk.
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Board of Directors

Board of Directors

Bo Jesper Hansen, MD, PhD
Danish, 54
Chairman since 2010
Independent board member since 2009

Special competences
Experience in the field of international 
contract negotiations and deal-making, 
including execution of high-impact license 
agreements and significant M&A transac-
tions; international marketing, extensive 
knowledge of legislative conditions, phar-
maco surveillance, medical marketing, 
business development, and with many 
connections within the medical industry 
and especially within the orphan drug 
market.

Board positions
Chairman: Swedish Orphan Biovitrum AB 
(publ)
Member: MipSalus ApS, Zymenex A/S, Or-
phazyme ApS, CMC Kontrast AB, Hyperion 
Therapeutics Inc., and Genspera Inc.

Stocks: 300,000 (2011: 300,000)
Warrants: 150,000 (2011: 100,000)

Ingelise Saunders, MPh, BSc
Danish, 63
Independent board member since 2004

Special competences
Extensive executive management experi-
ence, experience in international opera-
tions, in sales, marketing, and global com-
mercial operations, M&A transactions and 
business development, healthcare strat-
egy, and life science investments.

Board positions
Member: AdvanDx, Inc., AdvanDx A/S, 
Gyros AB, ONCOlog Medical AB, Medical 
Vision AB, TD Vaccines A/S, Avilex Phar-
ma ApS

Stocks: 25,000 (2011: 25,000)
Warrants: 158,442 (2011: 133,278)

Jeffrey H. Buchalter, BS, MBA
American, 55
Independent board member since 2006

Special competences
Experience in executive management, 
industry, development, manufacturing, 
and commercialization of pharmaceutical 
products as well as therapies for cancer 
patients.

Board positions
Director: Archimedes Pharma Ltd.

Warrants: 178,270 (2011: 154,097)

Per Samuelsson, MSc
Swedish, 52
Non-independent board member since 
2009

Special competences
Partner at Odlander Fredrikson/HealthCap 
since 2000,  Topotarget’s largest share-
holder. Experience in biotech, venture 
capital, investment banking, merger trans-
actions, initial public offerings, and equity 
incentive programs.

Board positions
Member: Algeta ASA, BioStratum Inc., Car-
doz AB, Nordic Vision Clinics AS, Oncopep-
tides AB, Oncos Therapeutics Oy, Optivy 
AB, and Sweden BIO

Anker Lundemose, MD, PhD, Doctor of 
Medical Science
Danish, 51
Independent board member since 2010

Special competences
Experience within academia, executive 
management, large pharma, biotech, and 
business and corporate development. Has 
an international track record in R&D pro-
ductivity, deal making, including execution 
of high-impact license agreements, and 

significant M&A transactions. Currently 
CEO and President of BioNor Pharma ASA.

Board positions
Member: Adenium Biotech, Aniona, and 
Polytherics

Stocks: 25,000 (2011: 25,000)
Warrants: 75,000 (2011: 50,000)

gisela Schwab, MD
German, 56
Independent board member since 2011

Special competences
Experience within the pharmaceutical in-
dustry in managing early- and late-stage 
development activities (target selection, 
pre-clinical, pharmacokinetic, clinical, and 
regulatory development) of biotechno-
logical compounds and small molecules, 
filing of INDs and NDAs/BLAs/MAAs, and 
in building and managing development 
teams. 

Board positions
Member: Cellerant Therapeutics

Warrants: 50,000 (2011: 25,000)

karsten Witt, MD
Danish, 56
Independent board member since 2011

Special competences
Experience in clinical strategy and execu-
tion of development programs as well as 
drug safety/pharmacovigilance, develop-
ment of small-molecule targeted oncol-
ogy therapies, filing of INDs, BLA/sBLA, 
and NDA/sNDA.

Warrants: 50,000 (2011: 25,000)
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Anders Vadsholt, MSc, MBA
Company officer
Danish, 43
Chief Executive Officer

Special competences
Operational experience from biotech com-
panies within executive management, 
strategy, legal, finance, and investor re-
lations. Strong financial experience from 
venture capital and corporate finance in 
raising private and public capital, mergers 
and acquisitions, restructuring and divest-
ments of companies as well as communi-
cation with investors and stakeholders. 

Has a proven track record in managing the 
available financial resources in a strategic 
and cost-efficient manner. 

Stocks: 25,000 (2011: 25,000)
Warrants: 450,000 (2011: 400,000)

Elisabeth V. Carstensen, PhD
Danish, 43
Director of Pharmaceutical Operations

Special competences
Extensive experience within and responsi-
ble for the area of pharmaceutical man-
ufacture of active ingredients and drug 
products. More than 12 years’ experience 
with  Topotarget, including quality assur-
ance, pharmaceutical operations, clinical 
supply chain management, and regula-
tory registration processes.

Anne V. Sillemann, M.Sc.Pharm 
Danish, 47
Director of Global Regulatory Affairs

Special competences
Extensive experience within global regula-
tory affairs from biopharmaceutical com-
panies in Denmark and abroad. More than 
17 years’ experience with drug develop-
ment and regulatory processes, strategies 
and submissions in both EU and the US 
– in particular in oncology. Additionally, 
significant experience with clinical trial 
applications, scientific advices (FDA, EMA 
and national competent authorities), or-
phan drug and life-cycle management. 
Has been with  Topotarget for more than 10 
years as responsible for Global Regulatory 
Affairs and obtained marketing authoriza-
tions in EU and the US.

Jette Tjørnelund
Danish, 49
Director of Science

Special competences
Extensive scientific experience within ar-
eas of analytical chemistry, preclinical 
and clinical drug development resulting in 
more than 50 papers in scientific journals.  
Has been with  Topotarget for 9 years as 
responsible for analytical chemistry, drug 
metabolism and pharmacokinetics as well 
as clinical pharmacology.

Management team

Management

Lone Dahl
Danish, 52
Director of Finance

Special competences
Extensive experience within financial func-
tions and thorough knowledge of and 
experience in financial management from 
both a general audit consulting company 
and the international pharmaceutical in-
dustry. Operational and hands-on experi-
ence in building up a finance department 
across different cultures and set-ups, in-
cluding the implementation of ERP solu-
tions to strengthen and manage the over-
all financial control and secure compliance 
in relation to all current rules, regulations, 
and company needs in a dynamic, regu-
lated environment. Proven track record in 
alliance management, business develop-
ment, and responsibility for the financial 
part of preparing and facilitating a merger 
between two international pharmaceutical 
companies in the Nordic region. Has been 
with  Topotarget for 2.5 years.
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Shareholder information

 Topotarget A/S’ shares were listed on 
the Copenhagen Stock Exchange (now 
NASDAQ OMX Copenhagen A/S) in June 
2005 under the securities/ISIN code 
DK0060003556 and the trading symbol 
TOPO. The company’s Reuters symbol is 
TOPO.CO and its Bloomberg symbol is 
TOPO:DC. Trading of the company’s shares 
commenced on June 10, 2005.

The closing price for our shares on Decem-
ber 31, 2012 was DKK 2.15 which was a de-
crease of 14% compared to the company’s 
share price of DKK 2.51 at year-end 2011.

The average daily trading volume for the 
company’s shares in 2012 was DKK 0.5 mil-
lion.

At December 31, 2012,  Topotarget’s share 
capital was DKK 132,652,050 correspond-
ing to 132,652,050 shares of DKK 1 nominal 
value. The company only has one class of 
shares and all shares have equal rights. 
 Topotarget’s Articles of Association do not 
contain provisions on limitations of own-
ership or voting rights for each individual 
shareholder.

Ownership structure
As of December 31, 2012,  Topotarget had 
8,637 registered shareholders, who held 

64% of the share capital compared to 
8,734 registered shareholders at the end 
of 2011.

At December 31, 2012, the company’s 10 
largest shareholders held 33% of the total 
share capital, and the following investors 
have informed  Topotarget that they hold 
more than 5% of the shares:

• HealthCap funds

IR policy, goals, and activities
 Topotarget aims to maintain an open and 
continuous dialogue with existing and po-
tential shareholders, other stakeholders, 
and the general public. The company thus 
strives to provide transparent communica-
tion with equal access for all stakeholders. 
With open communication, the company 
aims to ensure fair pricing of the compa-
ny’s shares in order to reflect the compa-
ny’s willingness to generate higher earn-
ings to its shareholders.

In compliance with the disclosure require-
ments of NASDAQ OMX Copenhagen, 
 Topotarget will publish information on the 
company that is deemed important to the 
pricing of its shares. The company will also 
publish quarterly reports on the company’s 
development, including relevant financial 

information.  Topotarget also observes so-
called ‘quiet periods’ (two weeks) before 
the publication of each of the company’s 
financial reports. During these periods, the 
company will refrain from holding investor 
and analyst meetings or meetings with the 
media. The company maintains an insider 
register and will publish any changes to 
certain insiders’ shareholdings in accord-
ance with the rules that apply for NASDAQ 
OMX Copenhagen. Such publication will 
be made immediately after the transac-
tion.

 Topotarget has also adopted in-house 
rules, which stipulate that insiders may 
only purchase and sell shares in the com-
pany during a period of six weeks after the 
company’s publication of interim financial 
statements.

Any information published by the com-
pany will be published in full accordance 
with disclosure requirements under Danish 
law and all announcements are posted on 
the company’s website www.topotarget.
com.
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Announcements and investor news 2012

Announcements

Jan 5 Formalization of information regarding Totect transaction

Jan 18 Abstracts for ASCO Gastrointestinal cancer Symposium 2012

Feb 29 Abstract for American Association for Cancer Research 2012

Mar 14 Topotarget announces financial results for the year ended December 31, 2011

Mar 19 Notice to Convene Annual General Meeting

Apr 11 Passing on Topotarget annual general meeting

May 2 Topotarget issues warrants to Employees Management and Board of Directors

May 17 Clinical data on belinostat for ASCO 2012

May 30 Topotarget announces the interim report for Q1 2012

Jun 29 Top-line data announced for clinical belinostat trial in CUP

Jul 5 Major shareholder announcement

Aug 28 Further results of ph II clinical trial with belinostat in CUP indicate clinical activity

Aug 29 Topotarget announces the interim report for Q2 2012

Aug 30 Topotarget initiates strategic review and changes Executive Management

Sep 17 Belinostat abstract for ESMO 2012

Sep 21 Belinostat pivotal BELIEF trial meets primary endpoint

Oct 3 Favorable results of belinostat in combination with doxorubicin in STS

Oct 15 Belinostat gets EU Orphan Drug Designation for treatment of PTCL

Nov 2 Notice to Convene Extraordinary General Meeting

Nov 6 Release of interim report Q3 2012 and financial calendar 2013

Nov 12  Topotarget announces the interim report for Q3 2012

Nov 26 Passing on Topotarget extraordinary general meeting

 

Investor news

Mar 9 Topotarget announces time and date for telephone conference re. annual report 2011

May 25 Time and date for telephone conference re publishing of Q1 2012

Aug 23 Time and date for telephone conference re Q2 2012

Nov 7 Belinostat abstract at ASH 2012

Nov 8 Time and date for telephone conference re Q3 2012

Nov 13 Topotarget grants exclusive license to Oncology Venture regarding APO010
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The annual report comprises the Parent 
Company  Topotarget A/S and the four 
wholly-owned subsidiaries.

Unless otherwise stated, the financial re-
view is based on the Group’s consolidated 
financial information for the year ended 
December 31, 2012 as included in this an-
nual report with comparative figures for 
the Group in 2011 in brackets.

A loss in continued operations of DKK 80.1 
million (2011: Loss of DKK 29.0 million) 
was recorded for the year.

The Group’s net cash and cash equivalents 
as of December 31, 2012 totaled DKK 41.5 
million (2011: DKK 114.3 million) and the 
equity stood at DKK 251.2 million (2011: 
DKK 330.7 million).

Management believes that  Topotarget has 
adequate financial resources to cover its 
operations in 2013. This is based, among 
other things, on the following significant 
factors:

• Spectrum Pharmaceuticals is, by mid-
2013, expected to file an NDA with the 
FDA

• Should Spectrum Pharmaceuticals fail 
to file an NDA, management will be 
able to adjust its cost base to maintain 
operations

• The existing authority to carry out a 
directed share issue could be exercised

For assumptions and estimates, please re-
fer to Note 2 in the financial statements.

Consolidated income statement
 Topotarget recognized revenues of DKK 
2.4 million in 2012 (2011: 65.6 million, 
which was primarily composed of income 
from Spectrum Pharmaceuticals’ upfront 
payment of USD 30 million). Revenues 
are primarily composed of income as per 
our collaboration agreement with our 

US partner, Spectrum Pharmaceuticals. 
 Topotarget has furthermore entered into 
a license agreement with Oncology Ven-
ture ApS for patents, intellectual property 
rights, and knowhow related to APO010.

Production costs, which amounted to DKK 
1.4 million (2011: DKK 1.8 million), include 
 Topotarget personnel costs related to the 
agreement with our US partner.

Research and development costs were 
DKK 46.5 million (2011: DKK 54.3 million). 
DKK 6.0 in shared development cost has 
been expensed until the cost split has 
been confirmed. The reduction in cost of 
14% is primarily due to reductions in the 
number of employees, the hereto related 
costs, and the near completion of most 
studies. The finalization of data and study 
reports is on-going.

Administrative expenses were DKK 34.7 
million (2011: DKK 40.8 million). The de-
crease in cost of 15% is primarily related to 
a reduction in the number of employees 
and the hereto related costs.

The net financials showed a net expense 
of DKK 1.2 million (2011: Net income of 
DKK 1.1 million). The financial expense is 
mainly caused by exchange rate fluctua-
tions. 

The tax income was DKK 1.2 million (2011: 
1.2 million) and relates to the payment of 
tax value of losses from spending in re-
search and development.

Net profit from discontinued operations 
amounted to DKK 0.1 million (2011: Loss 
of 4.0 million). The profit from discontin-
ued operations consists of all revenue 
and costs relating to the sales of Totect®/
Savene®. 

 Topotarget recorded a net loss of DKK 
80.0 million in 2012 (2011: DKK 33.0 mil-
lion).

Consolidated balance sheet
Total assets amounted to DKK 278.9 mil-
lion (2011: DKK 370.5 million), which pri-
marily consist of acquired research and 
development projects and cash and cash 
equivalents, while the Group’s liabilities 
mainly comprise equity and trade paya-
bles.

Cash and cash equivalents were DKK 41.5 
million (2011: DKK 114.3 million).

Non-current liabilities are reduced to 3.2 
million (2011: DKK 13.6 million). The reason 
for the large reduction is the reclassifica-
tion of the potential CuraGen milestone 
payment from non-current liabilities to 
current liabilities.

Current liabilities have been reduced to 
DKK 24.5 million (2011: DKK 26.2 million) 
despite the reclassification of the potential 
CuraGen milestone payment from non-
current liabilities to current liabilities. 

Consolidated equity
Equity amounted to DKK 251.2 million 
(2011: DKK 330.7 million). The change in 
equity consists of the loss for the year of 
DKK 80.0 million and a share-based pay-
ment of DKK 0.5 million.

Consolidated cash flow
 Topotarget’s cash flow from operating 
activities for 2012 was an outflow of DKK 
80.9 million (2011: Outflow of DKK 88.8 
million). The Group’s 2012 cash flow from 
investing activities excluding the buying 
and selling of securities was DKK 8.1 mil-
lion (2011: Outflow of DKK 1.9 million). The 
Group’s cash flow from financing activities 
was DKK 0.0 million (2011: Inflow of DKK 
0.0 million).

Comparing the actual financial 
performance with financial guidance
The Group recorded a loss in continued 
operations of DKK 80.1 million. The finan-
cial performance is in line with our guid-

Financial review
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ance announced at the annual general 
meeting on April 11, 2012.

Outlook
It is crucial for our expectations for 2013 
that our US partner successfully files an 
NDA with the FDA.  Topotarget expects a 
milestone payment from Spectrum Phar-
maceuticals of one million shares of com-
mon stock and a double digit million USD 
cash payment during H2 2013, which will 
result in an estimated pre-tax profit in the 
range of DKK 74-79 million for the full-

year financial result of 2013. The expected 
net cash and cash equivalents will be 
around DKK 109-114 million at year-end 
2013.

Parent Company financial statements
The Parent Company recorded a loss of 
DKK 80.0 million (2011: DKK 33.0 million). 
The Parent Company’s equity amounted to 
DKK 251.2 million (2011: DKK 330.7 million). 
The change in equity consists of the loss 
for the year of DKK 80.0 million and a 
share-based payment of DKK 0.5 million.

Treatment of loss
The Board of Directors proposes that the 
loss for the year be carried forward to next 
year.
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Statement by the Board of Directors 
and executive management

The Board of Directors and executive man-
agement today discussed and adopted the 
annual report for 2012 of  Topotarget A/S.

The consolidated financial statements are 
presented in accordance with International 
Financial Reporting Standards as adopted 
by the EU, and the Parent financial state-
ments are presented in accordance with 
the Danish Financial Statements Act. Fur-
ther, the annual report is prepared in ac-
cordance with additional Danish disclosure 
requirements for listed companies.

In our opinion the consolidated finan-
cial statements and the Parent financial 

statements give a true and fair view of the 
Group’s and the Parent Company’s assets, 
liabilities, and financial position at De-
cember 31, 2012 and of the results of the 
Group’s and the Parent Company’s opera-
tions and cash flows for the year 2012. We 
also believe that the management com-
mentary contains a fair review of the de-
velopment in the Group’s and the Parent’s 
business and of their financial position as 
a whole together with a description of the 
principal risks and uncertainties that they 
face.

Within the next twelve months, manage-
ment expects to receive significant mile-

stone payments from Spectrum Pharma-
ceuticals that will enable the continued 
development of  belinostat after mid-2013 
and that any delays can be financed 
through an adjustment of the cost base. 
Consequently,  Topotarget has prepared its 
financial statement on a going concern 
basis. Management acknowledges that 
there are some risks associated with this 
strategy which is set out under “Significant 
accounting assumptions and estimates” in 
Note 2 of the consolidated financial state-
ments.

The annual report will be submitted to the 
general meeting for approval.

Copenhagen, March 13, 2013

Executive management

Anders Vadsholt
Chief Executive Officer

Board of Directors

Bo Jesper Hansen Per Samuelsson Jeffrey H. Buchalter
Chairman

Ingelise Saunders Anker Lundemose Gisela Schwab

Karsten Witt
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Independent auditors’ report
To the shareholders of  Topotarget A/S

Report on the consolidated 
financial statements and 
the Parent financial statements
We have audited the consolidated finan-
cial statements of  Topotarget A/S and the 
Parent financial statements for the finan-
cial year January 1 to December 31, 2012, 
which comprise the income statement, bal-
ance sheet, statement of changes in equity 
and notes, including the accounting poli-
cies, for the Group as well as the Parent, 
as well as the statement of comprehensive 
income and cash flow statement for the 
Group. The consolidated financial state-
ments have been prepared in accordance 
with the International Financial Report-
ing Standards as adopted by the EU and 
Danish disclosure requirements for listed 
companies, and the Parent financial state-
ments have been prepared in accordance 
with the Danish Financial Statements Act.

Management’s responsibility for the 
consolidated and Parent financial 
statements
Management is responsible for the prepa-
ration of consolidated financial statements 
that give a true and fair view in accord-
ance with International Financial Reporting 
Standards as adopted by the EU and Danish 
disclosure requirements for listed companies 
as well as the preparation of Parent financial 
statements that give a true and fair view in 
accordance with the Danish Financial State-
ments Act. Management is also responsible 
for the internal control that it considers nec-
essary for preparing consolidated financial 
statements and Parent financial statements 
that are free from material misstatement, 
whether due to fraud or error.

Auditor’s responsibility
Our responsibility is to express an opinion 
on the consolidated financial statements 
and Parent financial statements based on 

our audit. We conducted our audit in ac-
cordance with International Standards on 
Auditing and additional requirements un-
der Danish audit regulation. This requires 
that we comply with ethical requirements 
and plan and perform the audit to obtain 
reasonable assurance about whether the 
consolidated financial statements and 
Parent financial statements are free from 
material misstatement. 

An audit involves performing procedures to 
obtain audit evidence about the amounts 
and disclosures in the consolidated financial 
statements and the Parent financial state-
ments. The procedures selected depend on 
the auditor’s judgment, including the assess-
ment of the risks of material misstatement 
of the consolidated financial statements 
and the Parent financial statements, wheth-
er due to fraud or error. In making those risk 
assessments, the auditor considers internal 
control relevant to the preparation of con-
solidated financial statements and Parent 
financial statements that give a true and fair 
view. The purpose of this is to design pro-
cedures that are appropriate in the circum-
stances but not to express an opinion on 
the effectiveness of the company’s internal 
control. An audit also includes evaluating 
the appropriateness of accounting policies 
used and the reasonableness of accounting 
estimates made by management, as well as 
evaluating the overall presentation of the 
consolidated financial statements and the 
Parent financial statements.

We believe that the audit evidence we 
have obtained is sufficient and appropri-
ate to provide a basis for our audit opinion.

Our audit has not resulted in any quali-
fication.

Opinion
In our opinion, the consolidated financial 
statements give a true and fair view of the 
Group’s financial position at December 31, 
2012 and of the results of the operations and 

cash flows for the financial year January 1 to 
December 31, 2012 in accordance with the 
International Financial Reporting Standards 
as adopted by the EU and Danish disclosure 
requirements for listed companies. 

Further, in our opinion, the Parent finan-
cial statements give a true and fair view of 
the Parent’s financial position at December 
31, 2012 and of the results of its operations 
for the financial year January 1 to Decem-
ber 31, 2012 in accordance with the Danish 
Financial Statements Act.

Emphasis of matter relating to the 
financial statements
Without qualifying our opinion, we 
draw attention to the disclosures in the 
Management’s review and to Significant 
accounting assumptions and estimates 
(Note 2 to the annual report) under 
“Key risk factors” and “Going concern” 
in which Management has stated that  
the Company expects its funds to  be 
sufficient to  present the  annual report  
on a going concern basis. If the expected 
milestone payments are not received or are 
delayed, management believes that the 
level of activities and the cost base can be 
adjusted accordingly. A natural uncertainty 
is attached to the company’s 2013 budget 
and thus, the future capital resources.

Statement on the management’s 
commentary 
Pursuant to the Danish Financial State-
ments Act, we have read the management’s 
commentary. We have not performed any 
further procedures in addition to the audit 
of the consolidated financial statements 
and Parent financial statements.

On this basis, it is our opinion that the in-
formation provided in the management’s 
commentary is consistent with the con-
solidated financial statements and Parent 
financial statements.

Copenhagen, March 13, 2013

Deloitte
Statsautoriseret Revisionspartnerselskab

Jens Rudkjær Carsten Vaarby
State-authorized public accountant State-authorized public accountant
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Consolidated statement of comprehensive income 
for the year

 Group Parent

DKK ‘000 Note 2012 2011 2012 2011

Revenue 3, 4  2,395   65,598   3,798   68,015 

Production costs 5, 6  (1,377)  (1,840)  (1,377)  (4,351)

Research and development costs 5, 6  (46,522)  (54,345)  (42,388)  (47,878)

Administrative expenses 5, 6  (34,706)  (40,765)  (34,343)  (40,065)

Operating loss   (80,210)  (31,352)  (74,310)  (24,279)

     

Income after tax from investments in subsidiaries 14 -   -    (9,083)  (19,946)

Financial income 7  3,673   11,729   6,862   20,183 

Financial expenses 8  (4,822)  (10,642)  (4,736)  (8,969)

Loss from continued operations before tax   (81,359)  (30,265)  (81,267)  (33,011)

     

Tax on profit/(loss) for the year 9  1,243  1,253  1,250   -  

Net loss from continued operations   (80,116)  (29,012)  (80,017)  (33,011)

     

Net profit/(loss) from discontinued operations 10  99   (3,999) -   -  

Total comprehensive income for the year   (80,017)  (33,011)  (80,017)  (33,011)

     

Total comprehensive income attribuable to:     

Owners of the company   (80,017)  (33,011) - -

Non-controlling interests   -   -   -  

Total comprehensive income for the year   (80,017)  (33,011)  - - 

     

Proposed distribution of profit/(loss):

Retained earnings  - - (80,017) (33,011)

Basic EPS continued operations 11  (0.60)  (0.22)  - -

Fully diluted EPS continued operations 11 (0.60) - - -

Basic EPS continued and discontinued operations 11  (0.60)  (0.25)  (0.60)  (0.25)

Fully diluted EPS continued and discontinued operations 11 (0.60) - - -
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Balance sheet – assets

 Group Parent 

DKK ‘000 Note 2012 2011 2012 2011

Acquired research and development projects  228,902 229,626  202,104  202,828

Intangible assets 5, 12 228,902 229,626  202,104  202,828

     

Other fixtures and fittings, tools and equipment   2,655  4,963  2,654  4,961

Tangible assets 5, 13 2,655 4,963  2,654  4,961

     

Investment in subsidiaries 14 - -  27,573  31,134

Receivables from subsidiaries 14 - -  55  20

Other receivables  501 608  501  608

Non-current investments  501 608  28,129  31,762

     

Non-current assets  232,058 235,197  232,887  239,551

     

Trade receivables 15 1,239 1,643  1,239  1,643

Other receivables  2,150 8,774  2,119  8,664

Prepayments  779 792 753 824

Income tax receivables 9  1,250  -  1,250  -

Receivables  5,418 11,209  5,361  11,131

     

Short-term securities 16 -  9,768  - 9768

Cash and cash equivalents 19 41,460 114,302  39,795  106,881

     

Current assets  46,878 135,279  45,156  127,780

     

Assets  278,936 370,476  278,043  367,331
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Balance sheet – equity & liability

 Group Parent 

DKK ‘000 Note 2012 2011 2012 2011

Share capital 17 132,652 132,652 132,652 132,652

Share-based payments 18 33,849 34,743 33,849 34,743

Retained earnings  84,746 163,333 84,746 163,333

Equity  251,247 330,728 251,247 330,728

     

Deferred tax 9 - - - -

Other payables 20 3,212 13,585 3,212 13,585

Non-current liabilities  3,212 13,585 3,212 13,585

     

Trade payables  8,427 16,274 7,542 13,673

Provision related to subsidiaries  - -    556  -  

Other payables 20 16,050 9,889 15,486 9,345

Current liabilities  24,477 26,163 23,584 23,018

     

Liabilities  27,689 39,748 26,796 36,603

     

Equity and liabilities  278,936 370,476 278,043 367,331

     

Changes in accounting policies 1    

Significant accounting assumptions and estimates 2

Financial instruments 19

Other financial assets and other financial liabilites 20    

Other commitments 21    

Related parties 22    

Ownership 23    

Fees to auditors appointed at the annual general meeting 27

Approval of annual report for publication 28    

Accounting policies 29    
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Cash flow statement

 Group Parent 

DKK ‘000 Note 2012 2011 2012 2011

Operating loss   (80,210)  (31,352)  (74,310)  (24,279)

Operating loss from discontinued operations   99  (6,560)  -  -  

Reversal of share-based payments   535   3,521   535   3,143  

Depreciation, amortization, and impairment losses 5  2,646   414   2,646   264 

Working capital changes 23  (6,040)   (58,458)  (4,366)   (49,035)

Cash flow from operating activities before interest   (82,970)  (92,435)  (75,495)  (69,907)

     

Interest income etc. received   3,673   11,729   4,683   9,240 

Interest expenses etc. paid   (1,669)  (9,394)  (3,218)  (5,161)

Refunded income taxes   (7)  1,253  -   -  

Cash flow from operating activities   (80,973)  (88,847)   (74,030)   (65,828) 

     

Purchase of tangible assets   (344)  (2,283)  (344)  (2,299)

Sale of tangible assets   118  -    118   56 

Capital increase in subsidiary  - -   (596)  3,147 

Change of loan to subsidiary  -   -   (591)  6,613 

Purchase of investments  107    364  107  179 

Sales of securities 10 8,250   -   8,250 -  

Cash flow from investing activities   8,131  (1,919)  6,944  7,696 

     

Increase/decrease in cash and cash equivalents   (72,842)  (90,766)  (67,086)  (58,132)

Cash and cash equivalents at January 1   114,302   205,068   106,881   165,013 

Cash and cash equivalents at December 31   41,460   114,302   39,795   106,881 

     

Total cash and cash equivalents at December 31   41,460   114,302   39,795   106,881

The cash flow statement cannot be directly derived from the income statement and balance sheet. 
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Equity – Group

   Share 
 Number  Share premium Retained 
 of shares capital account earnings Total

DKK ‘000     

Consolidated statement of changes in equity  
for the period January 1 to December 31, 2012

Equity at January 1, 2012 132,652,050 132,652 34,743 163,334 330,729

     

Net loss for the year - - -  (80,017)  (80,017)

Other comprehensive income for the year - - - - -  

     

Total comprehensive income for the year -   -   -    (80,017)  (80,017)

     

Recognition of share-based payment - -  535  -  535 

Reversal of expired warrants - -  (1,429)  1,429  -  

     

Equity at December 31, 2012 132,652,050 132,652 33,849 84,746 251,247

     

The share capital is an undistribuable reserve, while 
the other reserves are distributable for dividend 
purporses subject to the provisions of the Danish 
Public Companies Act.

     

Consolidated statement of changes in equity  
for the period January 1 to December 31, 2011 

Equity at January 1, 2011 132,652,050 132,652 31,222 196,345 360,219

     

Net loss for the year - - -  (33,011)  (33,011)

Other comprehensive income for the year - - - - -

     

Total comprehensive income for the year -   -   -    (33,011)  (33,011)

     

Recognition of share-based payment - - 3,521 -  3,521 

     

Equity at December 31, 2011 132,652,050 132,652 34,743 163,334 330,729

The share capital is an undistributable reserve, while  
the other reserves are distributable for dividend  
purporses subject to the provisions of the Danish  
Public Companies Act.
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Equity – Parent

   Share 
 Number  Share premium Retained 
 of shares capital account earnings Total

DKK ‘000     

Consolidated statement of changes in equity  
for the period January 1 to December 31, 2012

Equity at January 1, 2012 132,652,050 132,652 34,743 163,334 330,729

     

Net loss for the year - - -  (80,017)  (80,017)

Other comprehensive income for the year - - - - -  

     

Total comprehensive income for the year -   -   -    (80,017)  (80,017)

     

Recognition of share-based payment - -  535  -  535 

Reversal of expired warrants - -  (1,429)  1,429  -  

     

Equity at December 31, 2012 132,652,050 132,652 33,849 84,746 251,247

     

The share capital is an undistribuable reserve, while 
the other reserves are distributable for dividend 
purporses subject to the provisions of the Danish 
Public Companies Act.

     

Consolidated statement of changes in equity  
for the period January 1 to December 31, 2011     

Equity at January 1, 2011 132,652,050 132,652 31,222 196,345 360,219

     

Net loss for the year - - -  (33,011)  (33,011)

Other comprehensive income for the year - - - - -

     

Total comprehensive income for the year -   -   -    (33,011)  (33,011)

     

Recognition of share-based payment - - 3,521 -  3,521 

     

Equity at December 31, 2011 132,652,050 132,652 34,743 163,334 330,729

     

The share capital is an undistributable reserve, while  
the other reserves are distributable for dividend  
purporses subject to the provisions of the Danish  
Public Companies Act.
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Notes

1. Changes in accounting policies

Presentation and implementation 
of new accounting standards and 
interpretations
The accounting policies applied by 
 Topotarget including presentation are un-
changed compared to last year.

 Topotarget has adopted all new amended 
standards, revised accounting standards, 
and interpretations (IFRIC) as endorsed by 
the EU and which are effective for the fi-
nancial year January 1, 2012 - December 
31, 2012.

With effect from January 1, 2012, the fol-
lowing new and amended IFRSs and inter-
pretations were implemented: IFRS 7, IFRS 
1, and IAS 12.

 Topotarget has concluded that the stand-
ards which are effective for financial years 
beginning on or after January 1, 2012 are 
either of no relevance to  Topotarget or 
exert no material impact on the financial 
statements for the current or future years.

Most recently adopted accounting 
standards (IFRS) and interpretations 
(IFRIC)
At the end of February 2013, the IASB is-
sued the following new accounting stand-
ards and interpretations effective for finan-
cial years beginning on or after January 1, 
2013, which are assessed to be relevant to 
 Topotarget. The mentioned standards and 
interpretations have all been adopted by 
the EU.

–  IFRS 9: The number of financial asset cat-
egories is reduced to two; amortized cost 
or fair value.

–  The annual improvements for 2009-2011.

The standards and interpretations issued by 
the IASB which are irrelevant to  Topotarget 
are: IFRS 7, IFRS 10, IFRS 11, IFRS 12, IFRS 
13, IAS 1, IAS 19, IAS 27, IAS 28, IAS 32, 
and IFRIC 20.

 Topotarget expects to implement the new 
standards and interpretations when they 
become mandatory.
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2. Significant accounting assumptions and estimates

In using the Group’s accounting policies, 
the management is required to use judg-
ments, estimates, and assumptions con-
cerning the carrying amount of assets and 
liabilities which cannot be immediately in-
ferred from other sources. Management’s 
estimates are based on historical experi-
ence and other factors, including expec-
tations of future events based on existing 
events. The actual outcome may differ 
from these estimates.

Estimates and assumptions are re-assessed 
in an on-going process. Changes to ac-
counting estimates are recognized in the 
reference period in which the change occurs 
and in future reference periods if the change 
affects the period in which it is made as well 
as subsequent reference periods.

Areas in which the Group makes significant 
assumptions and estimates are described 
below. The Group’s accounting policies are 
described in Note 28 to the financial state-
ments.

Key risk factors
The value of acquired research and devel-
opment projects is dependent on a suc-
cessful filing of the NDA and a subsequent 
FDA approval. The filing is the responsibility 
of US partner, Spectrum Pharmaceuticals, 
and the company has no influence on the 
timing of the filing or if Spectrum Pharma-
ceuticals becomes unable or unwilling to 
file the NDA.

These risks relate to the value of the ac-
quired research and development projects 
as well as to the outlook assumption, as a 
successful NDA filing and a subsequent ex-
pected FDA approval are prerequisites for 
the estimated 2013 pre-tax profit. 

Going concern
The going concern statement is not de-
pendent on the expected milestone pay-
ments from Spectrum Pharmaceuticals 
during H2 2013. Should the payments 
not be received as expected, management 
believes that the level of activities and the 
cost base can be adjusted accordingly.

A natural uncertainty is attached to the 
company’s budget and thus, the future 
capital resources. Management monitors 
on a continuing basis the capital resources 
and is prepared to initiate further measures 
if necessary.

Management has assessed a number of risk 
factors which could affect the milestone 
payments from Spectrum Pharmaceuticals. 
 Topotarget is entitled to receive one mil-
lion shares of common stock in Spectrum 
Pharmaceuticals and a double-digit million 
USD cash payment if Spectrum Pharma-
ceuticals receive FDA’s acceptance to file 
the  belinostat NDA. The CLN-19 study has 
met the study’s primary endpoint and has 
shown a strong safety profile. Preparation 
to file in mid-2013 is being pursued accord-
ing to Spectrum Pharmaceuticals. A delay 
of the NDA filing might have a negative im-
pact on the projected cash flow. The main 
risk is of course if FDA does not accept the 
filing or requires additional data. In case of 
a delay,  Topotarget believes that, subject to 
a cost reduction, it would be able to finance 
its activities until the beginning of 2014. 
Also, the Board of Directors is continuously 
considering to exercise its authority to carry 
out a directed issue of new shares corre-
sponding to 10% of the shares.

Revenue recognition
Revenue is recognized when it is probable 
that future economic benefits will flow to 
the company and such economic benefits 
can be measured reliably. In addition, rec-
ognition requires that all significant risks 
and rewards of ownership of the rights or 
services included in the transaction have 
been transferred to the buyer. Income from 
agreements with multiple components and 
where the individual components cannot be 
separated is recognized over the period of 
the agreement. In addition, recognition re-
quires that all significant risks and rewards of 
ownership of the goods or services included 
in the transaction have been transferred to 
the buyer. If all risks and returns have not 
been transferred, revenue is recognized as 
deferred income until all components of the 
transaction have been completed.

Capitalization of development costs
Capitalization of development costs re-
quires that the development of the tech-
nology or the product in the company’s 
opinion has been completed, that all neces-
sary public registration approvals and mar-
keting approvals have been obtained, that 
costs can be reliably measured and that the 
technology or the product can be commer-
cialized and that the future income from 
the product can cover, not only production, 
sales and distribution costs and administra-
tive expenses, but also development costs. 
As none of the company’s products have 
obtained the status required for capitaliza-
tion, no development costs had been capi-
talized at December 31, 2012.

Impairment test of acquired research 
and development projects
The value of acquired research and devel-
opment projects recognized in the balance 
sheet as at December 31, 2012 consist of 
the  belinostat program acquired in con-
junction with the acquisition of  Topotarget 
UK in 2002 and the buyback of full control 
of  belinostat from the company´s former 
partner CuraGen in April 2008.

In the period, until a marketing approval 
has been obtained, the acquired research 
and development project is tested for im-
pairment annually. After marketing approv-
al has been obtained, an impairment test 
is performed only where events or other 
circumstances indicate that the carrying 
amount may not be recoverable.

Included in the factors taken into account 
when testing for impairment are, among 
other things, expected market size and 
penetration thereof, the costs of develop-
ment, manufacture and sales and market-
ing, and the risk that development will not 
prove successful, all of which have an effect 
on the value of the amount recognized. 
Especially for projects in their early phases, 
such assumptions include high uncertainty.

Based on the impairment test performed,  
no write-down was made in 2012 (2011: 
DKK 0.0 million).

Notes
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Notes

3. Revenue
 Group Parent 

DKK ‘000  2012 2011 2012 2011

Sale of goods   -  -   1,750   6,411

Sale of services  1,645 2,436 1,645 2,436

License income/milestone payments  750   63,162 1,403   59,168

    

Total  2,395 65,598 3,798 68,015

4. Segment information

The Group’s revenue is divided geographically as follows:  
    Revenue

DKK ‘000    2012 2011

Denmark    -   -  

Europe     750   375 

US     1,645   65,223 

  

Total    2,395 65,598

Revenue to Spectrum Pharmaceuticals exceeds 10% of total revenue, 2012: 69% (2011: 82%).

The Group’s assets and additions to acquired research and development projects plus other fixtures and fittings, tools, and equipment 
are divided geographically as follows:
    Additions to acquired  
    research and development  
    projects plus other  
    fixtures and fittings,  
  Assets  tools, and equipment

DKK ‘000  2012 2011 2012 2011

Denmark  205,259 208,397 344 2,299

Europe  26,799 26,800 -   -  

US  -   -   -   -  

    

Total  232,058 235,197 344 2,299

Due to the divestiture of Totect® and Topotarget USA, Inc. in the end of 2011, the company no longer has segmented information as 
the only operation on-going in 2011 and beyond is development activities. 
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5. Depreciation, amortization, and impairment
 Group Parent

DKK ‘000  2012 2011 2012 2011

Acquired research and development projects  -   750 -   750

Other fixtures and fittings, tools and equipment  2,646 3,311 2,646 3,294

Gain/loss from sale of equipment  -   -   -   -  

     

Total  2,646 4,061 2,646 4,044

     

Allocated by function:     

Research and development costs  929 1,128 929 1,112

Administrative expenses  1,717 2183 1,717 2182

Discontinued operations  -   750 -   750

     

Total  2,646 4,061 2,646 4,044

6. Staff costs

Wages and salaries  29,102 42,244 28,475 36,144

Share-based payments  536 3,505 535 3,144

Pension contributions, defined contribution plans  1,525 2,322 1,470 1,993

Other social security costs  291 661 214 261

     

Total  31,454 48,732 30,694 41,542

     

Allocated by function:     

Production cost  1,314 1,786 1,314 1,786

Research and development costs  17,039 23,386 16,278 23,257

Administrative expenses  13,101 16,514 13,102 16,499

Discontinued operations  -   7,046 -   -  

     

Total  31,454 48,732 30,694 41,542

     

Remuneration to the Board of Directors*)  2,178 2,324 1,893 1,798

Remuneration to the Management*),**),***)  8,320 9,248 8,320 9,248

     

Average number of employees  23 42 22 34

*) Of this, share-based payments to the Board of Directors in 2012 equalled DKK 285,000 and DKK 186,000 in 2011.
**)  Of this, share-based payments to the Management equalled DKK -1.194,000 in 2012 and DKK 1.715,000 in 2011.
***) The figure for 2012 includes compensation and severance payment to the former CEO and CMO of DKK 6,050,000.

For share-based payments please see Note 18.

Notes

30 Notes Topotarget  •  Annual report 2012

Topotarget  •  Annual report 2012  Notes 30

Management letter • Financial highlights • Belinostat • Other company information • Statements • Financial statements

Statement of comprehensive income • Balance sheet • Cash flow statement • Statement of changes in equity • Notes



7. Financial income
 Group Parent

DKK ‘000  2012 2011 2012 2011

Financial income from subsidiaries  -   -    3,193   9,130 

Exchange rate adjustment of payables and receivables  
in foreign currencies   3,583   11,593   3,581   10,943 

Financial income from securities and bank deposits   35   136   33   110 

Other financial income   55  -    55  -  

    

Total financial income  3,673 11,729 6,862 20,183

8. Financial expenses
    
Exchange rate adjustment of payables and receivables  
in foreign currencies   3,026  8,829  2,940  7,293

Amortization of debt concerning milestone payment   1,793  1,664  1,793  1,664

Other financial expenses   3  149  3  12

    

Total financial expences   4,822  10,642  4,736  8,969

Notes
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9. Tax on loss for the year
 Group Parent 

DKK ‘000  2012 2011 2012 2011

Current tax  (1,243)    (1,253) (1,250)   -  

Adjustment of deferred tax  -   -   -   -  

    

Tax on loss for the year  (1,243)   (1,253)  (1,250)   -  

     

Deferred tax asset, net  261,070 238,041 130,607 113,989

    

Deductible temporary differences are attributable to the following terms:    

Intangible assets  (168,137)    (137,454) (145,822)    (116,164)

Property, plant, and equipment  32,297    29,514  22,435    19,902 

Other temporary differences  (4,258)    (4,258) (4,258)    (4,258)

Tax losses carried forward  1,122,373    1,004,350  650,073    556,475 

    

Total  982,275 892,152 522,428 455,955

    

Tax asset, not recognised  261,070 238,041 130,607 113,989

It is believed that at the present time there is not sufficient evidence 
that or when the tax asset can be utilized. It is therefore believed that 
capitalization does not meet the requirement for recognition of assets 
in accordance with the accounting policies applied.

Of the consolidated loss to be carried forward, DKK 1,122 million, 
(2011: DKK 1,004 million), DKK 214 million (2011: DKK 197 mil-
lion) is subject to foreign local restrictions with respect to application 
(source-of-loss restriction).

Reconciliation of the changes for the year:

Loss for the period before tax  (81,267)    (34,264) (81,267)    (33,011)

    

Calculated tax  (20,368)    (8,483) (20,317)    (8,253)

    

Changes in tax losses carried forward, not recognized  29,505 10,598 23,400 21,893

Changes in tax assets, not recognized  (12,829) (6,754) (6,782) (19,531)

Other adjustments, not recognized  2,449 3,386 2,449 5,891

    

Total  (1,243) (1,253) (1,250) -

Tax rate  (1.5%) (3.7%) (1.5%) -

Notes
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10. Discontinued operations

On December 29, 2011,  Topotarget concluded the agreement to divest the subsidiary  Topotarget USA, Inc., which was responsible for 
the sale of Totect® in the US. The decision to divest the US activity was taken in 2011 so that the main focus of the Parent Company – 
bringing belinostat to the market – could be continued.

The divestment was complete with effect from December 29, 2011 after which control of the activity was passed to the buyer Apricus 
Biosciences, Inc.

The sales price was agreed to USD 2.0 million of which  Topotarget received common stock in Apricus Biosciences, Inc. equal to one mil-
lion seven hundred thousand dollars on December 29, 2011 and on December 29, 2012 (the one-year anniversary of the Closing Date), 
 Topotarget will receive common stock in Apricus Biosciences, Inc. equal to three hundred thousand dollars.

The result of the discontinued operations in 2012 relates to the final royalty income from Savene® and the closedown costs of 
 Topotarget USA, Inc.

  Group 

DKK ’000    2012 2011

Operating income for the period until transfer of control    1,617  (6,560)

Profit/(loss) on sale of net asset    (1,518)  2,561 

Result from discontinued operations    99    (3,999)

  
Operating income for the period until the transfer of control can be specified as  

Revenue    2,153  12,536 

Production cost    -  (5,579)

Gross profit    2,153    6,957 

  

Sales and distribution costs    -  (13,056)

Administration costs    (536)   -  

Profit from operations    1,617   (6,099)

  

Financial expenses/financial income    -  (461)

Profit/(loss) before tax    1,617    (6,560)

  

Tax for the period    -   -  

Result    1,617    (6,560)

  
  

Notes
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10. Discontinued operations – continued
  Group 

DKK ’000    2012 2011

The discontinued operations in the financial year impacted the cash flow statement as : 

Cash flow from operating activities    1,617    (6,866)

Cash flow from investing activities    -    178 

Cash flow from financing activities    -   -  

  

Sales of the discontinued operations are as follows:  

Book value of net assets    (9,768)  (6,559)

    (9,768)    (6,559)

  

Net proceeds on sale less sales costs    8,250  9,120 

Profit/(loss) on sale    (1,518)    2,561

11. Basic and diluted EPS in DKK

Basic EPS
Basic EPS is calculated as the net result of the period’s continuing activities, attributed to the ordinary shares of the company divided by 
the weighted average number of ordinary shares.

Diluted EPS
Diluted EPS is calculated as the net result of the period’s continuing activities, attributed to the ordinary shares of the company divided by 
the weighted average number of ordinary shares adjusted for assumed dilution effect of issued equity instruments like convertible debts 
and issued outstanding warrants which can be converted to ordinary shares.

As the result is a net loss, no adjustment for dilution effects has been made since these are anti-diluting.

Basic and diluted EPS are as follows:
 Group Parent 

DKK ‘000  2012 2011 2012 2011

Loss for the year attributable to equity holder of the Parent   (80,116)  (29,012) - -

Weighted average number of ordinary outstanding shares       132,652,050     132,652,050 - -

Basic and diluted EPS from continued operations   (0.60)  (0.22) - -

    

Loss for the year attributable to equity holder of the Parent  (80,116) (29,012) - -

Weighted average number of ordinary outstanding shares       133,474,550     132,652,050 - -

Fully diluted EPS from continued operations  (0.60) (0.22) - -

 

Loss for the year attributable to equity holder of the Parent  (80,017) (33,011) (80,017) (33,011)

Weighted average number of ordinary outstanding shares       132,652,050     132,652,050     132,652,050     132,652,050

Basic EPS from continued and discontinued operations  (0.60) (0.25) (0.60) (0.25)

Loss for the year attributable to equity holder of the Parent  (80,017) (30,011) (80,017) (33,011)

Weighted average number of ordinary outstanding shares       133,474,550     132,652,050     132,652,050     132,652,050

Fully diluted EPS from continued and discontinued operations   (0.60)  (0.25)  (0.60)  (0.25)

Notes
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12. Intangible assets
 Group Parent 

DKK ‘000  2012 2011 2012 2011

Acquired research and development projects still in progress    

Cost at January 1   533,791   535,570   214,027   215,806 

Adjustment of acquisition value   (648)  (1,779)  (648)  (1,779)

Cost at December 31   533,143   533,791   213,379   214,027 

    

Amortization at January 1   (304,241)  (304,241)  (11,275)  (11,275)

Amortization at December 31   (304,241)  (304,241)  (11,275)  (11,275)

    

Carrying amount at December 31   228,902   229,550   202,104   202,752 

    

Acquired research and development projects available for use    

Cost at January 1   76   7,576   76   7,576 

Disposals   (76)  (7,500)  (76)  (7,500)

Cost at December 31  -    76  -    76 

    

Amortization at January 1  -    (3,188) -    (3,188)

Amortization  -    (750) -    (750)

Amortization regarding disposals for the year  -    3,938  -    3,938 

Amortization at December 31  -   -   -   -  

    

Carrying amount at December 31  -    76  -    76 

    

Total acquired research and development projects  228,902 229,626 202,104 202,828

The weighted average residual term of licenses and rights (approx.      
number of years)  - 0.50 - 0.50

Impairment test of acquired research and development projects
The value of acquired research and development projects recognized in the balance sheet as at December 31, 2012 consists of the 
 belinostat program acquired in conjunction with the acquisition of Topotarget UK in 2002 and in April 2008 in conjunction with the 
purchase from the former American partner to obtain the full control of this program.

In the period until a marketing approval has been obtained, the acquired research and development project is tested for impairment an-
nually. After marketing approval has been obtained, an impairment test is performed only where events or other circumstances indicate 
that the carrying amount may not be recoverable.

Included in the factors taken into account when testing for impairment are, among other things, expected market size and penetration 
thereof, the costs of development, manufacture and sales and marketing, and the risk that development will not prove successful, all of 
which have an effect on the value of the amount recognized.

There was no down-writing in 2012.

Notes
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13. Property plant and equipment
 Group Parent 

DKK ‘000  2012 2011 2012 2011

Other fixtures and fittings, tools, and equipment    

Cost at January 1  17,930 16,286 26,150 24,506

Additions  344 2,299 344 2,299

Disposals  (847) (655) (847) (655)

Cost at December 31  17,427 17,930 25,647 26,150

    

Depreciation at January 1  (12,968) (10,295) (21,189) (18,533)

Depreciation  (2,646) (3,311) (2,646) (3,294)

Depreciation regarding disposals for the year  842 639 842 638

Depreciation at December 31  (14,772) (12,967) (22,993) (21,189)

    

Carrying amount at December 31  2,655 4,963 2,654 4,961

14. Non-current investments
    
Investments in subsidiary    

Cost at January 1    472,120 468,973

Adjustment of acquisition value    -   -  

Addition through capital increase in subsidiary    596 3,147

Cost at December 31    472,716 472,120

    

Net impairment at January 1     (440,986)  (441,032)

Income/(loss) after tax from investments in subsidiaries     (9,083)  (19,946)

Negative equity transferred to set off against receivables from subsidiaries    4,370   19,992 

Negative equity transferred to provisions related to subsidiaries    556   -  

Net impairment at December 31     (445,143)  (440,986)

    

Value at December 31     27,573   31,134

Notes
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14. Non-current investments – continued
   Ownership 
   interest Parent

DKK ‘000    2012 2011

Investments in subsidiaries comprise:   

   

Name   

Topotarget UK Limited, England   100% 27,527  30,690 

Topotarget Germany AG, Germany   100% 46  360 

Topotarget Switzerland S.A., Switzerland   100% (159,985)  (154,975)

Topotarget Netherlands B.V., The Netherlands   100% -  84 

Total equity    (132,412)  (123,841)

   

Negative equity transferred to set off against receivables  
from subsidiaries/debt to subsidiaries    159,985  154,975 

Value at December 31    27,573  31,134 

   

Receivables from subsidiaries   

Cost at January 1    222,449  229,062 

Additions    2,754  20,176 

Disposals    -  (26,789)

Cost at December 31    225,203  222,449 

   

Net impairment at January 1    (222,429)  (202,437)

Negative equity transferred to set off against receivables from subsidiaries   (4,370)  (19,992)

Exchange adjustments etc.    1,651 -  

Net impairment at December 31    (225,148)  (222,429)

   

Value at December 31     55  20

Notes
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15. Trade receivables
 Group Parent 

  2012 2011 2012 2011

Trade receivables   1,239   1,643   1,239   1,643 

Total   1,239   1,643   1,239   1,643 

     

The table below shows the due dates of trade receivables:     

Undue   986   268   986   268 

Falling due within 90 days   178   1,375   178   1,375 

Falling due after more than 90 days  75 -  75  -

Total   1,239   1,643   1,239   1,643

The average credit period for trade receivables is 117 days (2011: 73 days). The company is entitled to charge an interest of 5% per an-
num after the due date, which is 30 days from the invoice date. Provisions are made for losses based on any uncertainties at any given 
time. Management performs analyses on the basis of customer’s expected ability to pay, historical information about payment patterns, 
doubtful debtors, customer concentrations, customer credit worthiness, and economic conditions in the company’s sales channels.

16. Short-term securities
 Group Parent 

DKK ‘000  2012 2011 2012 2011

Listed shares  -    9,768  -    9,768 

Total  -    9,768  -    9,768 

    

Current assets  -    9,768  -    9,768 

Non-current assets  -   -   -   -  

Total  -    9,768  -    9,768

17. Share capital

The share capital consists of 132,652,050 ordinary shares of DKK 1 each.

Each share carries one vote. The shares are fully paid.

Changes in share capital from 2008 to 2012:
    Date Total DKK

Share capital    01.01.2008 61,304,510

  

Share issue through non-cash payment    07.05.2008 5,000,000

Share issue through rights issue    02.07.2009 66,304,510

Share issue through warrant exercise    12.04.2010 43,030

  

Share capital December 31, 2012     132,652,050

Notes
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18. Warrants

For the purpose of motivating and retaining employees and other associated persons, the company has established stock option schemes 
in the form of warrants for members of the Board of Directors and employees/consultants as well as the company’s advisors.The scheme 
is equity settled.

The table below shows the extent of the individual programs that are active in the financial year or the comparative year.

    Subscription period Estimated Number Out- 
  Number of  – two weeks after the release fair exercised standing Exercise 
 Time of issue warrants*** Time of grant of interim and annual reports value or expired warrants price

DKK ‘000   

Program 1* 2001 1,652,320 Mar 26, 2003 Aug 2004-2012 and Mar 2013 N/A 1,012,106 640,214 6.05 
   or later

Program 2* 2003 1,226,976 Mar 26, 2003 Aug 2004-2012 and Mar 2013 N/A 622,191 604,785 12.22 
   or later

Program 3** Mar 2005  622,501 Mar 11, 2005 Aug and Nov 2006,  5,879 622,501 - N/A 
    Mar, May, Aug and Nov 2007-2012 and Mar 2013    

Program 4* Sep 2005 793,364 Sep 16, 2005 Mar and Aug 2007-2012 and Mar 2013 7,281 238,218 555,146 17.53

Program 4* Sep 2005 688,474 Sep 16, 2005 Mar and Aug 2008-2012 and Mar 2014 6,318 150,951 537,523 17.53

Program 5* Oct 2006 299,486 Oct 4, 2006 Mar and Aug 2008-2013 and Mar 2014 3,707 59,571 239,915 23.80

Program 5* Oct 2006 299,486 Oct 04, 2006 Mar and Aug 2009-2013 and Mar 2014 3,707 59,571 239,915 23.80

Program 5* Oct 2006 598,972 Oct 04, 2006 Mar and Aug 2010-2013 and Mar 2014 7,414 126,702 472,270 23.80

Program 5* Sep 2007 388,988 Sep 27, 2007 Mar and Aug 2009-2014 and Mar 2015 4,098 103,978 285,010 17.42

Program 5* Sep 2007 388,988 Sep 27, 2007 Mar and Aug 2010-2014 and Mar 2015 4,098 108,108 280,880 17.42

Program 5* Sep 2007 777,974 Sep 27, 2007 Mar and Aug 2011-2014 and Mar 2015 8,196 216,200 561,774 17.42

Program 5* Jan 2009 438,041 Jan 30, 2009 Mar and Aug 2010-2015 and Mar 2015 1,028 154,056 283,985 3.20

Program 5* Jan 2009 438,041 Jan 30, 2009 Mar and Aug 2011-2015 and Mar 2015 1,028 112,750 325,291 3.20

Program 5 Jan 2009 876,083 Jan 30, 2009 Mar and Aug 2012-2015 and Mar 2015 2,056 225,476 650,607 3.20

Program 5 Mar 2010 35,688 Mar 26, 2010 Mar and Aug 2011-2017 and Mar 2018 148 35,688 - 5.26

Program 5 Mar 2010 35,688 Mar 26, 2010 Mar and Aug 2012-2017 and Mar 2018 148 35,688 - 5.26

Program 5 Mar 2010 71,374 Mar 26, 2010 Mar and Aug 2013-2017 and Mar 2018 295 71,374 - 5.26

Program 5 Jul 2010 398,062 Jul 9, 2010 Aug 2011, Mar and Aug 2012-2017 and Mar 2018 1,063 193,687 204,375 3.40

Program 5 Jul 2010 398,062 Jul 9, 2010 Aug 2012, Mar and Aug 2013-2017 and Mar 2018 1,063 193,687 204,375 3.40

Program 5 Jul 2010 796,125 Jul 9, 2010 Aug 2013, Mar and Aug 2014-2017 and Mar 2018 2,126 387,375 408,750 3.40

Program 5 Dec 2010 63,750 Dec 30, 2010 Mar and Aug 2012-2017 and Mar 2018 154 - 63,750 3.24

Program 5 Dec 2010 63,750 Dec 30, 2010 Mar and Aug 2013-2017 and Mar 2018 154 - 63,750 3.24

Program 5 Dec 2010 127,500 Dec 30, 2010 Mar and Aug 2014-2017 and Mar 2018 307 - 127,500 3.24

Program 5 Feb 2011 22,500 Feb 8, 2011 Mar and Aug 2012-2018  55 - 22,500 3.20

Program 5 Feb 2011 22,500 Feb 8, 2011 Mar and Aug 2013-2018  55 - 22,500 3.20

Program 5 Feb 2011 45,000 Feb 8, 2011 Mar and Aug 2014-2018  110 - 45,000 3.20

Program 5 Jul 2011 397,500 Jul 1, 2011 Aug 2012, Mar and Aug 2013-2018, and Mar 2019 609 204,375 193,125 2.02

Program 5 Jul 2011 397,500 Jul 1, 2011 Aug 2013, Mar and Aug 2014-2018, and Mar 2019 609 204,375 193,125 2.02

Program 5 Jul 2011 795,000 Jul 1, 2011 Aug 2014, Mar and Aug 2015-2018, and Mar 2019 1,218 408,750 386,250 2.02

Program 5 Oct 2011 12,500 Oct 27, 2011 Mar and Aug 2013-2018 and Mar 2019 16 - 12,500 1.90

Program 5 Oct 2011 12,500 Oct 27, 2011 Mar and Aug 2014-2018 and Mar 2019 16 - 12,500 1.90

Program 5 Oct 2011 25,000 Oct 27, 2011 Mar and Aug 2015-2018 and Mar 2019 33 - 25,000 1.90

Program 5 May 2012 256,250 May 1, 2012 Aug 2013, Mar and Aug 2014-2019, and Mar 2020 487 50,000 206,250 2.75

Program 5 May 2012 256,250 May 1, 2012 Aug 2014, Mar and Aug 2015-2019, and Mar 2020 487 50,000 206,250 2.75

Program 5 May 2012 512,500 May 1, 2012 Aug 2015, Mar and Aug 2016-2019, and Mar 2020 974 100,000 412,500 2.75

Programs total    64,937 5,747,378 8,487,315 
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18. Warrants – contintued

Under the programs, each warrant entitles the holder to subscribe for one share against cash payment of the exercise price, as illus-
trated in the above table. The warrant program is conditional upon the warrant holder being employed with or acting as a consultant 
to the company or being a member of the company’s Board of Directors. Warrants subsequently vest after 12 months for 25% of the 
allocated warrants, after 24 months for another 25% of the allocated warrants, and the remaining 50% of the allocated warrants vest 
after 36 months. If an employee/consultant/board member resigns, the person in question is obliged to exercise the vested warrants in 
the first coming exercise period after the date of resignation.

In the event that a decision is made to liquidate the company, to merge or demerge the company, or to reduce the share capital 
through a subsequent disbursement, the warrant owners are entitled to exercise their warrants within 14 days.

The estimated values of warrants issued in 2012, 2011, 2010, 2009, 2007, 2006, and 2005 are calculated using the Black & Scholes 
model. The value is expensed in the income statement during the period in which the warrants are vested.

The following assumptions provide the basis for the estimated fair values:

      
   Granted Granted Granted  
   May 2, 2012  Jul 1, 2011 Oct 28, 2011

Exercise price (DKK per share)   2.75 2.02 1.9

Grant date’s share price (DKK per share)   1.9 1.53 1.3

Expected volatility (%)   75 84 72.1

Risk-free interest rate (%)   1.25 3 2.05

Expected dividend payout ratio (%)   - - -

Period until expiry (number of years)   7 7 7

The expected volatility was calculated based on historic volatility of the share price of the Parent Company’s shares during the period 
from the IPO in June 2005.

Period until expiry is calculated on the basis of the most recent potential exercise of the warrant adjusted for expected termination of 
employment and other causes of non-exercise of the warrants.
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18. Warrants – contintued
   Weighted  Weighted 
   average  average 
  Number of exercised Number of excercised 
  warrants prices warrants prices

  2012 2012 2011 2011

Out standing warrants January 1,   9,300,575   9.40   7,798,325  7.6

Granted in the financial year   1,025,000   2.75   1,732,250  2.0

Exercised in the financial year  -   -   -   -  

Expired in the financial year    (1,838,260) 2.90    (230,000) -  

Outstanding warrants December 31    8,487,315   9.97   9,300,575  9.7

    

Hereof outstanding vested warrants December 31   6,441,690  12.27  5,919,864  -

The weighted average of the remaining contractual maturity was three years at December 31, 2012 and three years at December 31, 
2011.

There were no warrants exercised in 2012 and 2011.

The above assumptions were applied in connection with the calculation of the fair value of the warrants being vested.

The following values were recognized for the programs:
    

 Group Parent

DKK ‘000  2012 2011 2012 2011

Recognized share-based payment, equity schemes   535   3,521   535   3,521 

   535   3,521   535   3,521 
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19. Financial instruments

Capital risk management
It is Group policy to minimize financial risks. The company does not use hedging transactions. Management carefully assesses and 
monitors the company’s currency and interest rate exposure.

The Group manages its capital with a view to ensuring at all times that all Group entities can meet their payment obligations and give 
investors the best possible return on their investment through the best possible ratio of debt to equity. The Group’s overall strategy is 
primarily focused on  belinostat.

The Group’s capital structure is composed of debt, as appears from the liabilities stated in the balance sheet, with the exception of 
deferred tax, cash and cash equivalents, and securities and equity, comprising both share capital, reserves, and retained losses.

The carrying amount of financial assets and financial liabilities equals the fair value of such assets and liabilities.

Cash and cash equivalents
The company is a development-stage company generating income in 2012 from the sale of goods and from the sale of services. The 
company has a net cash outflow.

The Group’s management regularly reviews the company’s capital structure and, in this respect, takes into account both the price of 
capital and the risk related to the capital.

The company has cash and cash equivalents to fund the day-to-day cash requirements of the business. Cash and cash equivalents 
amounted to DKK 41.5 million at December 31, 2012 (2011: DKK 114.3 million).

With regard to deposits, the company’s bank has a credit rating of Baa1 according to Moody’s.

Significant accounting policies
Note 2 to the financial statements sets out the significant accounting policies and the methods applied, including policies on recogni-
tion and measurement.

Financial instrument categories
The carrying amount of each financial asset and liability is recognized in the balance sheet. The company’s financial assets include 
receivables, while its financial liabilities include current and non-current liabilities exclusive of deferred tax.

Financial risk management areas
The company monitors and reports on financial risk areas, including movements in exchange rates, interest rates, and liquidity. The 
company does not use financial hedging instruments. No changes were made to the Group’s risk exposure or to the way in which risks 
are monitored compared to 2011.

Risk management – interest rates
The company is exposed to interest rate risk on marketable securities and cash on the asset side and to lease obligations and short-
term loans on the liabilities side.

In its management reporting, the company quantifies the interest rate risk by calculating a change in financial results and equity in 
case of a 50 basis point change in interest rates. Such a change is considered to be within a likely range. The company’s interest rate 
exposure at December 31 is stated below:

 Group Parent 

DKK ‘000  2012 2011 2012 2011

Cash – demand deposit  41,460 114,302 39,795 106,881

Average interest  0.03% 0.30% 0.03% 0.30%

    

Total cash  41,460 114,302 39,795 106,881
    

Inter-company balances  - - 155,174 155,165

Average interest  - - 5.00% 6.00%

    
In case of a 50 basis point change in nominal interest rates,  
results and equity would be impacted by  6 150 6 150
    
Intercompany balances are written down to nil. The interest exposure is believed to be insignificant compared to the Group’s overall 
operations.    
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19. Financial instruments – continued

Risk management – exchange rates
It is company policy to monitor exchange rate developments and, to the extent possible, to even out income and expenses in the same 
currency in order to reduce the overall exposure.

The company is primarily exposed to exchange rate fluctuations with respect to two areas. One of these areas represents the strategic 
investment in subsidiaries, while the other area relates to the company’s on-going short-term activities.

 Group Parent 

DKK ‘000  2012 2011 2012 2011

The company’s exposure in foreign currencies  
at December 31 are stated below:  

     

Currency Payment/expiry    

Receivables:     

GBP 0-12 months 33  -  33 4

USD 0-12 months 2,440 9,196 2,440 9,196

EUR 0-12 months  136   778   126   798 

CHF 0-12 months 182  -  178 -

     

Total receivables  2,791 9,974 2,777 9,998

     

Payables:     

GBP 0-12 months 271 1,952  73  87

USD 0-12 months 11,396 5,938 11,396 5,938

USD More than 12 months 3,212 13,585 3,212 13,585

EUR 0-12 months 1,836 3198 1,428 2841

SEK 0-12 months 143  -  143  - 

CHF 0-12 months 1,139 1,312 528 361

     

Total payables  17,997 25,985 16,780 22,812

Notes

Topotarget  •  Annual report 2012  Notes 43

Topotarget  •  Annual report 2012  Notes 43

Management letter • Financial highlights • Belinostat • Other company information • Statements • Financial statements

Statement of comprehensive income • Balance sheet • Cash flow statement • Statement of changes in equity • Notes



19. Financial instruments – continued

GBP, USD, EUR, and CHF are the currencies that have the greatest impact on results and equity and, accordingly, these are the cur-
rencies reported on in-house reports to the management. Management believes that the most likely fluctuations in these currencies 
are restricted to a 10% range. A 10% change upwards or downwards in the exchange rate at December 31 will have the following 
numerical impact on results and equity figures:
 Group Parent 

DKK ‘000  2012 2011 2012 2011

GBP  389 195 63 8

USD  1,196 1,033 1,196 1,033

EUR  915 242 595 204

SEK  50 - 50 -

CHF  360 131 11 2

The exchange rate exposure is believed to be insignificant compared to the Group’s overall operations.

Credit risk management
The company no longer has sales activities and therefore finds that there is no material credit risk.

Liquidity risk management
The Board of Directors is ultimately responsible for the company’s risk management. The Board of Directors has defined appropriate 
limits for how the company may procure adequate liquidity in the long term and in the short term to cover its on-going activities.

The company regularly monitors the liquidity requirements through renewed calculation of expected cash flow based on the cash flow 
realized. 

In relation to “going concern”, specifically for the financial year 2013, please refer to Note 2 “Significant accounting assumptions and 
estimates”.

All receivables and payables recognized in the balance sheet fall due within 12 months except the conditioned liabilities in relation to 
 belinostat.

Other obligations falling due after 12 months are listed in Note 20.

20. Other financial assets and other financial liabilities

Included in the current and non-current liabilities is the potential milestone payment of USD 3.0 million to CuraGen (2011: USD 3.0 
million) in relation to the purchase of the full  belinostat rights in April 2008. These are measured at present value. 

The carrying amount of receivables and other current liabilities are measured at amortized cost. 
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21. Other commitments
 Group Parent 

DKK ‘000  2012 2011 2012 2011

A rent agreement has been concluded with notice of termination of  
six months equivalent to  1,127 2,596 1,103 1,528

Other lease contracts  - - - -

Lease commitment, operational lease   64  131  64  131

    

Total  1,191 2,727 1,167 1,659

    

Other obligations are due as follows:    

Up to one year  1,191 2,667 1,167 1,599

One to five years  - 60 - 60

    

Total  1,191 2,727 1,167 1,659

The Parent has an obligation to finance Topotarget Switzerland S.A.’s activities for a period of 12 months from the balance sheet date.

An agreement has been made with an investment bank and certain members of management regarding remuneration upon a poten-
tial succesful sale of the majority of the company shares. The remuneration of management is mentioned in Note 22.
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22. Related parties

Related parties include the following:

Group and Parent:

Shareholders
HealthCap funds, Stockholm, cf. Note 24
2012: No transactions
2011: No transactions

The company’s Board of Directors and senior management
2012: Remuneration and salaries, cf. Note 6
2012: Shares and warrants, see section on the Board of Directors
2011: Remuneration and salaries, cf. Note 6
2011: Shares and warrants, see section on the Board of Directors

Orfacare Consulting, a company related to the Chairman of the Board, provides consultation regarding a potential sale of the major-
ity of the company shares. Both Orfacare and Topotarget’s CEO are entitled to receive compensation upon completion of a successful 
transfer of shares. The compensation for each party is calculated on a percentage of the value increase for the shareholders in a trans-
fer of shares and it is capped at DKK 15 million each.

Other related parties
2012: Related parties to the Board of Directors and the executive management have received remuneration of TDKK 175 and warrants 
of TDKK 0.
2011: Related parties to the Board of Directors and the executive management have received remuneration of TDKK 715 and warrants 
of TDKK 0.

For the Parent Company:

The subsidiary Topotarget UK Limited
2012: Intra-Group balance of TDKK 33 and interest on the intra-Group balance of TDKK 4
2011: Intra-Group balance of TDKK 4 and interest on the intra-Group balance of TDKK 78

The subsidiary Topotarget Germany AG
2012: Intra-Group balance of TDKK 22 and interest on the intra-Group balance of TDKK 1
2011: Intra-Group balance of TDKK 20 and interest on the intra-Group balance of TDKK 1

The subsidiary Topotarget USA, Inc.
2012: Intra-Group balance of TDKK 0 and interest on the intra-Group balance of TDKK 0
2011: Intra-Group balance of TDKK 0 and interest on the intra-Group balance of TDKK 5,763

The subsidiary Topotarget Switzerland S.A.
2012: Intra-Group balance of TDKK 159,428 and interest on the intra-Group balance of TDKK 3,196
2011: Intra-Group balance of TDKK 155,150 and interest on the intra-Group balance of TDKK 2,826

The subsidiary Topotarget Netherlands B.V.
2012: Intra-Group balance of TDKK 0 and interest on the intra-Group balance of TDKK 0
2011: Intra-Group balance of TDKK (18) and interest on the intra-Group balance of TDKK 1

Movements in intercompany balances all consist of transfer of cash to finance activities in subsidiaries.
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23. Ownership

As per December 31, 2012 the following shareholder holds more than 5% of the company’s share capital:

•	 HealthCap	funds	 13.01%

The HealthCap funds that hold stocks in the Company are: HealthCap 1999 KB, HealthCapKB, HealthCap 1999 GbR, HealthCap III 
Sidefund KB, OFCO Club III Sidefund, HealthCap IV LP, HealthCap IV BisLP, HealthCap IV KB, OFCO Club 1999, and OFCO Club IV

24. Working capital changes
 Group Parent

DKK ‘000  2012 2011 2012 2011

Changes in current assets  7,040 6,865 7,019 5,401

Changes in current liabilities  (13,080) (65,323) (11,385) (54,436)

    

Total  (6,040) (58,458) (4,366) (49,035)

25. Non-cash transactions

The company has had no non-cash transactions during 2012 and 2011.

26. Proceeds from capital increases

There have been no transactions in 2012 and 2011.

27. Fees to auditors appointed at the annual general meeting
 Group Parent

DKK ‘000  2012 2011 2012 2011

Statutory audit services   402  415  340  340

Other assurence engagements   20  20  20  20

Tax services  -   - -   -

Other services  707  1,017   698  974

    

Total   1,129   1,452   1,058  1334

28. Approval of annual report for publication

On the board meeting on March 13, 2013, the Board of Directors has approved the present annual report for publication. The annual 
report will be presented to the Topotarget’s shareholders for approval at the annual general meeting on April 10, 2013.
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29. Accounting policies

The consolidated financial statements are 
presented in accordance with International 
Financial Reporting Standards as adopted 
by the EU, and the Parent financial state-
ments are presented in accordance with 
the Danish Financial Statements Act. Fur-
ther, the annual report is prepared in ac-
cordance with additional Danish disclosure 
requirements for listed companies.

In addition to the description in Notes 1 
and 2, the accounting policies are as de-
scribed in the following.

Consolidated financial statements
The consolidated financial statements 
comprise the Parent Company and Group 
enterprises in which the Parent Company 
is entitled to determine finance and oper-
ating policies, which normally applies for 
ownership interests of more than half of 
the voting rights.

Basis of consolidation
The consolidated financial statements 
are prepared on the basis of the financial 
statements of the Parent Company and 
its subsidiaries. The consolidated financial 
statements are prepared by adding items of 
a uniform nature. On consolidation, intra-
Group income and expenses, intra-Group 
accounts, dividends as well as gains, and 
losses on transactions between the consoli-
dated enterprises are eliminated.

The financial statements used for consoli-
dation are prepared in accordance with the 
Group’s accounting policies. Acquisitions 
of subsidiaries are accounted for using the 
purchase method. Costs related to an ac-
quisition are measured at the fair value of 
remuneration in the form of assets, the eq-
uity instruments granted, and the liability 
incurred at the date of acquisition with the 
addition of costs directly connected to the 
takeover. From January 1, 2010, costs are 
recognized in the income statement.

Acquired identifiable assets, liabilities, and 
contingent liabilities in a business combina-
tion are measured on initial recognition at 
fair value at the acquisition date. Identifi-

able intangible assets are recognized if they 
can be separated or arise from a contrac-
tual right and the fair value can be reliably 
measured. Positive differences between 
cost and fair value of the Group’s share of 
the identifiable net assets are recognized as 
goodwill.

Newly acquired subsidiaries are consolidat-
ed at the time when the controlling influ-
ence is established in the Group.

Recognition and measurement
The items included in the financial state-
ments of each entity of the Group are 
measured by using the currency that best 
reflects the economic substance of the 
underlying events and conditions applica-
ble for the entity in question. The financial 
statements are presented in Danish Kroner 
(DKK), the Parent Company’s and the sub-
sidiaries’ functional currency.

On initial recognition, assets and liabilities 
are measured at cost. Revenue and costs, 
assets and liabilities are subsequently 
measured as described below.

The preparation of financial statements as-
sumes the use of certain critical accounting 
estimates. It also requires management to 
exercise its judgment in the process of ap-
plying the Group’s accounting policies.

Assets are recognized in the balance sheet 
when it is probable that future economic 
benefits will flow to the Group and the 
value of the asset can be measured reliably.

Liabilities are recognized in the balance 
sheet when the Group has a legal or con-
structive obligation as a result of a prior 
event, and it is probable that future eco-
nomic benefits will flow out of the Group, 
and the value of the liabilities can be meas-
ured reliably.

Recognition and measurement take into 
consideration anticipated gains, losses, and 
risks that arise before the time of adoption 
of the annual report and that confirm or 

invalidate matters and conditions existing 
at the balance sheet date.

Income is recognized in the income state-
ment as and when earned, whereas ex-
penses are recognized as incurred. Value 
adjustments of financial assets and liabili-
ties are recognized in the income statement 
as financial income or financial expenses.

Foreign currency translation
On initial recognition, transactions denomi-
nated in foreign currency are translated at 
the exchange rate ruling on the transac-
tion date. Receivables, payables, and other 
monetary items denominated in foreign 
currencies that have not been settled on 
the balance sheet date are translated at 
the exchange rates ruling at the balance 
sheet date. Exchange differences between 
the exchange rate at the date of the trans-
action and the exchange rate at the date 
of payment or the balance sheet date, 
respectively, are recognized in the income 
statement as financial income or financial 
expenses.

On recognition in the consolidated finan-
cial statements of foreign subsidiaries in 
which Danish kroner (DKK) is the func-
tional currency but which present their 
financial statements in another currency, 
monetary assets, and monetary liabilities 
are translated at the exchange rate at the 
balance sheet date. Non-monetary assets 
and liabilities measured based on histori-
cal cost are translated at the exchange rate 
at the transaction date. Non-monetary as-
sets and liabilities measured at fair value 
are translated at the exchange rates at the 
most recent date of fair value adjustment.

Income statement items are translated at 
average monthly exchange rates, except 
for items derived from non-monetary as-
sets and liabilities, which are translated at 
historical rates for the non-monetary assets 
and liabilities.
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Income statement

Revenue
The revenue is comprised of milestone pay-
ments and other income from research 
and development agreements. Revenue is 
recognized when it is probable that future 
economic benefits will flow to the company 
and such economic benefits can be meas-
ured reliably. Income from agreements with 
multiple components and where the indi-
vidual components cannot be separated is 
recognized over the period of the agree-
ment. In addition, recognition requires that 
all significant risks and rewards of owner-
ship of the goods and services included in 
the transaction have been transferred to 
the buyer. If all risks and benefits have not 
been transferred, the revenue is recognized 
as deferred income until all components in 
the transaction have been completed.

Production costs
Production costs comprise costs incurred 
to generate the revenue. Production costs 
are comprised of salaries, contributions 
to pension schemes, costs of share-based 
payments, and other costs including de-
preciation, impairment write-down, and 
amortization attributable to the Group’s 
production activities.

Research and development costs
Research costs comprise salaries, contribu-
tions to pension schemes, costs of share-
based payments, and other costs, including 
patent costs, as well as depreciation and 
amortization attributable to the Group’s re-
search activities. Research costs are recog-
nized in the income statement as incurred.

Development costs comprise salaries, con-
tributions to pension schemes, costs of 
share-based payments, and other costs, 
including depreciation and amortization 
attributable to the Group’s development 
activities. Capitalization assumes that the 
development of the technology or the 
product in the Group’s opinion has been 
completed, that all necessary public regis-
tration and marketing approvals have been 
obtained, and that costs can be reliably 
measured. Furthermore, it has to be estab-
lished that the technology or the product 

can be commercialized and that the future 
income from the product can cover, not 
only production costs, sales, and distribu-
tion costs and administrative expenses, but 
also development costs.

Development costs are recognized in the 
income statement as incurred if the condi-
tions for capitalization of the development 
costs are deemed not to be met. Research 
and development costs also comprise any 
impairment write-down on acquired re-
search and development projects made be-
fore the time when the project is available 
for use.

Sales and distribution costs
Sales and distribution costs comprise costs 
incurred for the distribution of goods sold 
and for sales campaigns, including salaries, 
contributions to pension schemes for sales 
and distribution staff, office expenses and 
depreciation, and other indirect costs.

Administrative expenses
Administrative expenses comprise salaries, 
contributions to pension schemes to the 
management and administrative functions, 
office supplies as well as depreciation and 
amortization, and other indirect costs.

Financial income and expenses
These items comprise interest income and 
expenses, interest on capitalized milestone 
payments, the interest element of finance 
lease payments, realized gains and losses 
on marketable securities and realized and 
unrealized gains and losses on payables 
and transactions in foreign currencies.

Income taxes
Tax for the year, consisting of the year’s 
current tax and movements in deferred tax, 
is recognized in the income statement as 
regards the amount that can be attributed 
to the profit/(loss) for the year and posted 
directly in equity as regards the amount 
that can be attributed to movements taken 
directly to equity. Current tax payable or re-
ceivable is recognized in the balance sheet 
as calculated tax on the taxable income for 
the year adjusted for prepaid tax.

The deferred tax charge is recognized and 
measured using the balance sheet liability 
method on all temporary differences be-
tween the carrying amount and the tax 
values of assets and liabilities. The tax value 
of the assets is calculated based on the 
planned use of each asset.

Deferred tax is measured based on the tax 
rules and rates in the respective countries 
that will apply under the legislation in force 
on the balance sheet date when the de-
ferred tax asset is expected to crystallize as 
current tax. Changes in deferred tax result-
ing from changes in tax rates are recog-
nized in the income statement.

Deferred tax assets, including the tax value 
of tax loss carry-forwards, are recognized 
at the value at which they are expected to 
be realized, either through a set-off against 
deferred tax liabilities or as net assets.

Deferred tax assets and liabilities are not 
recognized if the temporary difference 
arises on initial recognition (in cases other 
than in connection with a business combi-
nation) of other assets and liabilities in a 
transaction not affecting the results for tax 
or accounting purposes.

Provision is made for tax on temporary 
differences arising on investments in sub-
sidiaries, unless the Group can control the 
timing of the reversal of the temporary dif-
ference and it is probable that the tempo-
rary difference will not be reversed in the 
foreseeable future.

Discontinued operations
Discontinued operations are business areas  
that have been sold. Subsidiaries, which 
alone are for resale, are considered to be a 
discontinued operation.

The results of discontinued operations are 
presented in the income statement as a 
separate note (Note 10), which consists of 
operating profit after tax with respect to 
that activity and any gains or losses from 
fair value adjustment or sale of assets and 
liabilities associated with the activity.
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Non-current assets and groups of assets 
held for sale are presented separately in the 
balance sheet as current assets. Liabilities 
directly associated with those assets are 
presented as current liabilities in the bal-
ance.

Non-current assets held for sale are not 
amortized, but are written down to fair 
value less costs to sell if this value is lower 
than the carrying value.

Segment reporting
In 2012, the company only has one seg-
ment of activity: Research and develop-
ment. As only one segment is operated, 
there is no need for a separate note on 
segment reporting.

The reason for the company only having 
one segment of activity in 2012 is due to 
the discontinued operations, that of To-
tect®/Savene®, at the end of 2011.

The Group does not allocate assets and li-
abilities to the segments.

Share-based payment
All warrants granted after January 1, 2005 
are equity instruments that are measured 
at fair value at the date of grant. Where 
warrants are included as part of an acquisi-
tion price of a subsidiary, the value of the 
equity instrument is recognized together 
with the remaining cost and the balanc-
ing item is taken directly to equity to the 
reserve for share-based payment. Where 
warrants are issued as incentive programs, 
the compensation cost is charged to the 
income statement over the period when 
the warrants vest. The expense is allocated 
to production costs, research and develop-
ment costs, sales and distribution costs, 
and administrative expenses, and the bal-
ancing item is taken directly to equity to 
the reserve for share-based payment.

The fair value is calculated using the Black 
& Scholes model, taking into considera-
tion the anticipated exercise of the war-
rants granted. On each balance sheet date, 
 Topotarget estimates the anticipated num-
ber of warrants that will vest. Any change 
to the original estimates of number of 

warrants will result in a change of the ex-
pensed cost over the remaining vesting pe-
riod. Prior year changes are recognized in 
the income statement in the year in which 
the change is identified.

Balance sheet

Goodwill
Goodwill is the amount at which the cost 
of an enterprise taken over exceeds the fair 
value of the Group’s share of the net assets 
acquired at the time of the takeover.

Goodwill is tested for impairment at every 
balance sheet date. In the event of an im-
pairment loss, the carrying amount of the 
goodwill is written down to the recover-
able amount. Write-downs are recognized 
in the income statement.

Acquired research and 
development projects
Costs of acquiring research and develop-
ment projects are measured at cost price 
and recognized as intangible assets. The 
assets are amortized over their expected 
economic lives from the time when the 
project is ready for use (marketing approv-
als have been obtained). In the period until 
a marketing approval has been obtained, 
the acquired research and development 
project is tested for impairment annually. 
After marketing approval has been ob-
tained, an impairment test is performed 
when events or other circumstances indi-
cate that the carrying amount may not be 
recoverable.

Property, plant, and equipment
Other fixtures and fittings, tools and equip-
ment as well as assets held under finance 
leases are measured at cost less accumu-
lated depreciation and impairment losses.

Cost comprises the acquisition price, costs 
directly attributable to the acquisition, and 
preparation costs of the asset until the 
time it is ready to be put into operation. 
In the case of assets produced in-house, 
costs comprise direct and indirect costs for 
materials, components, third-party suppli-
ers, and labor. The cost price of assets held 

under finance leases is determined as the 
lower of the present value of future lease 
payments and the fair value.

The basis for depreciation is cost less es-
timated residual value after the end of 
useful life. The expected residual value is 
re-assessed every year. The assets are de-
preciated on a straight-line basis over their 
useful lives, which are four to ten years.

Impairment of non-current assets
In the period until a marketing approval 
has been obtained, the acquired research 
and development project is tested for im-
pairment annually. After marketing approv-
al has been obtained, an impairment test 
is performed when events or other circum-
stances indicate that the carrying amount 
may not be recoverable.

The carrying amount of other intangible 
assets, property, plant, and equipment as 
well as non-current asset investments is 
reviewed for impairment when events or 
changed conditions indicate that the carry-
ing amount may not be recoverable. Where 
such an indication exists, an impairment 
test is made. An impairment loss is recog-
nized in the amount by which the carrying 
amount exceeds the recoverable amount 
of the asset, which is the higher of the net 
present value and the net selling price. In 
order to assess the impairment, the assets 
are grouped on the least identifiable group 
of assets that generates cash flow (cash-
generating units). Impairment losses are 
recognized in the income statement under 
the same items as the associated deprecia-
tion or amortization.

Investments in subsidiaries  
(Parent Company)
Investments in subsidiaries are recognized 
and measured according to the equity 
method. This means that the investments 
are measured at the proportionate share of 
the companies’ equity value after addition 
or deduction of any unamortized positive 
or negative goodwill, respectively, and after 
deduction or addition of unrealized intra-
Group gains and losses.

Notes
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The Parent Company’s share of the sub-
sidiaries’ profits or losses after tax and after 
elimination of unrealized intra-Group gains 
and losses and with the deduction or addi-
tion of amortization of positive, or nega-
tive, goodwill is recognized in the income 
statement.

Subsidiaries with a negative net asset value 
are recognized at DKK nil, and any receiv-
able amount from these companies is writ-
ten down to the extent it is deemed to be 
irrecoverable. Where the negative net asset 
value exceeds the amount receivable, the 
residual amount is recognized under provi-
sions to the extent that the Parent Compa-
ny has a legal or constructive obligation to 
cover the relevant company’s obligations.

Net revaluation of investments in subsidiar-
ies is transferred in connection with appro-
priation of the profit/(loss) for the year to 
the reserve for net revaluation according to 
the equity method.

Acquisitions of subsidiaries are accounted 
for using the purchase method. See above 
under consolidated financial statements.

Financial assets
The Group and the Parent Company clas-
sify their financial assets in the following 
categories:
•	 Loans	and	receivables
•	 Available-for-sale	financial	assets

Financial assets are classified according to 
the purpose of the acquisition. Manage-
ment determines the classification on initial 
recognition and reevaluates this designa-
tion at every reporting date.

Loans and receivables are non-derivative 
financial assets with fixed or determinable 
payments that are not quoted in an active 
market. In the balance sheet, they are clas-
sified as trade receivables, other receiva-
bles, and as loans.

Available-for-sale financial assets are non-
derivative financial assets and are designat-
ed as short-term securities in the balance 
sheet.

Trade receivables
On initial recognition, trade receivables are 
measured at fair value and subsequently 
measured at amortized cost according to 
the effective interest method less provision 
for impairment based on an individual as-
sessment.

Other receivables
On initial recognition, other receivables are 
measured at fair value and subsequently 
measured at amortized cost according to 
the effective interest method less write-
downs for losses.

Prepayments
Prepayments comprise incurred costs relat-
ing to subsequent financial years. Prepay-
ments are measured at amortized cost, 
which usually corresponds to the nominal 
value.

Short-term securities
The securities are easily negotiable in the 
established markets. Short-term securi-
ties are classified as “available for sale”. 
Fair value equals the market price. Upon a 
sale, cost is measured according to the FIFO 
principle. Realized gains and losses (includ-
ing realized exchange rate gains and losses) 
are recognized in the income statement as 
financial items. Unrealized gains and losses 
(including unrealized exchange rate gains 
and losses) are recognized directly in eq-
uity. Transactions are recognized on the 
trade date.

Cash and cash equivalents
Cash comprises cash holdings and bank 
deposits with an insignificant price risk. 
Cash is measured at fair value.

Equity
The share capital comprises the nominal 
value of the company’s ordinary shares, 
each with a nominal value of DKK 1. 

Retained earnings include amounts paid as 
premium compared to the nominal value 
of the shares in connection with the com-
pany’s capital increases less external ex-
penses, which are directly attributable to 
the increases of capital. The amount also 
includes unrealized gains and losses (in-

cluding unrealized exchange rate gains and 
losses).

The reserve for share-based payment in-
cludes the value of recognized warrant 
programs measured at the fair value at the 
time of grant and subsequent value adjust-
ments.

The buying and selling of own shares are 
recognized directly in equity. Own shares 
are therefore not recognized separately in 
the balance sheet.

Provisions
Provisions are recognized when the Group 
has a legal or constructive obligation as a 
result of a prior event on or before the bal-
ance sheet date, and it is probable that the 
company has to give up future economic 
benefits in order to repay the obligation. 
The provisions are measured according to 
an assessment of the costs required in or-
der to repay the present obligation at the 
balance sheet date. Provisions which are 
not expected to be repaid within a year 
from the balance sheet date are measured 
at present value.

Lease commitments
Lease commitments relating to assets held 
under operating leases are recognized in 
the income statement over the terms of the 
contracts. Lease payments are recognized 
either in production costs, research and 
development costs, sales and distribution 
costs, or administrative expenses, depend-
ing on the use of the asset.

Financial liabilities
Financial liabilities, including trade payables 
and other payables, are initially measured at 
fair value. In subsequent periods, financial 
liabilities are measured at amortized cost, 
applying the effective interest method, to 
the effect that the difference between the 
proceeds and the nominal value is recog-
nized in the income statement as financial 
expenses over the term of the loan.

Deferred income
The item reflects the part of revenue that 
has not been recognized as income imme-
diately on receipt of payment and which 

Notes
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concerns agreements with multiple com-
ponents which cannot be separated.

Cash flow statement
The cash flow statement of the Parent 
Company and the Group is presented us-
ing the indirect method and shows cash 
flow from operating, investing, and financ-
ing activities as well as the Group’s cash 
and cash equivalents at the beginning and 
the end of the financial year.

Cash flow from operating activities is calcu-
lated as the operating profit/(loss) adjusted 
for non-cash operating items, working 
capital changes, and income taxes as well 
as interest paid.

Cash flows from investing activities com-
prises payments in connection with acqui-
sition and divestment of enterprises and 
activities as well as purchase and sale of in-
tangible assets, property, plant, and equip-
ment as well as non-current investments.

Cash flow from financing activities com-
prises changes in the size or composition 
of the Parent Company’s and the Group’s 
share capital and related costs as well as 

the raising of loans, installments on in-
terest-bearing debt, and payment of divi-
dends.

Cash and cash equivalents comprise cash, 
deposits in financial institutions, liquid se-
curities with terms of three months or less 
at the date of acquisition, less short-term 
bank debt that forms an integral part of 
the Group’s cash management activities.

Financial highlights and key ratios
The financial ratios have been calculated in 
accordance with “Recommendations & Ra-
tios 2010”, issued by the Danish Society of 
Financial Analysts, as set out below:

Earnings per share before tax
Earnings per share is calculated as the net 
profit or loss divided by the weighted av-
erage number of outstanding ordinary 
shares.

Diluted earnings per share
Diluted earnings per share are calculated as 
the net profit or loss divided by the aver-
age number of outstanding ordinary shares 
adjusted for the diluting effect of issued 
equity instruments.

Share price at year-end
The year-end share price is determined as 
the average trading price (all trades) of the 
company’s shares on the NASDAQ OMX 
Copenhagen stock exchange at the bal-
ance sheet date or at the most recent trad-
ing date prior to the balance sheet date.

Assets/equity
Total assets at the balance sheet date di-
vided by total equity at the balance sheet 
date.

Net asset value per share
Net asset value per share is calculated as 
total equity at the balance sheet date divid-
ed by the number of outstanding ordinary 
shares at the balance sheet date.

Notes
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Letter from the CEO

2013 has been a year of progress and pros-
perity for Topotarget. 

After years of hard work, we succeeded in 
filing a New Drug Application (NDA) for 
belinostat (BeleodaqTM) for the treatment 
of peripheral T-cell lymphoma (PTCL) in 
the USA together with our partner Spec-
trum Pharmaceuticals. In February 2014, 
the US Food and Drug Administration 
(FDA) gave acceptance to file and re-
warded belinostat with Priority Review. 
Upon acceptance to file, we received a 
milestone payment of USD 10 million and 
1 million shares, with a current value of ap-
proximately USD 8 million, from Spectrum 
Pharmaceuticals. 

We now eagerly await the potential NDA 
approval, which we anticipate by August 9, 
2014. If the NDA is approved, a milestone 
payment of USD 25 million to Topotarget 
is triggered. Upon an approval, we will 
moreover be eligible to receive potential 
royalty payments and sales milestones 
going forward.

In October 2013, we made an amend-
ment to the existing license agreement 
with Spectrum Pharmaceuticals, transfer-
ring the worldwide commercial supply to 
our partner. Spectrum Pharmaceuticals 
now carries the responsibility for the fu-
ture manufacture of belinostat for all geo-
graphic areas. The agreement runs for five 
years with the possibility of extension; al-
ternatively Topotarget may choose to take 
over the responsibility of the manufacture 
of belinostat in Topotarget’s territory. In 

making this shift, we have prepared our-
selves for a potential sales introduction of 
belinostat (Beleodaq) in 2014.

All in all, this brings us into a very favora-
ble financial situation already from the be-
ginning of 2014, which is also reflected in 
our financial outlook.

As a part of the previously announced 
strategic review, the Board of Directors and 
Management are now pleased to present 
an updated vision, mission, and strategy. 
This strategy will enable the company to 
move forward; beyond belinostat in the 
USA. 

Updated strategy

In order to further obtain our goal of aid-
ing cancer patients, Topotarget will:

1. Explore belinostat opportunities
Leverage our successful development of 
belinostat by exploring the compound in 
other rare cancer diseases within hematol-
ogy and solid tumors, per example: hepa-
tocellular cancer (HCC), myelodysplastic 
syndrome (MDS), acute myeloid leukemia 
(AML), and malignant thymoma.

2. Prepare for commercialization
 Build a lean, flexible, and targeted force 
of medical liaisons, supplemented with 
competences covering business develop-
ment and strategy, market access, know-
how, etc.

3. Pursue new product opportunities
Seek collaborations with companies with 
late-stage innovative orphan oncology 
projects.

4. Strategic development
Actively pursue potential M&A activities 
with companies who share our vision, 
thereby being able to utilize synergies and 
progress faster in order to achieve the vi-
sion.

A more detailed description of the strategy 
and the rationale behind it can be found 
on page 4.

Financial outlook

Topotarget expects an estimated pre-tax 
profit in the range of DKK 55-65 million for 
the full-year financial result for 2014. The 
expected net cash and cash equivalents are 
expected to be approximately DKK 78-88 
million at year-end 2014. The above numbers 
are including the milestone payment from 
Spectrum Pharmaceuticals of USD 10 million 
and 1 million shares, with a current value of 
approximately USD 8 million, but exclud-
ing any extraordinary activities. The second 
milestone payment related to an NDA ap-
proval and potential royalty payments is not 
included in this financial outlook. 

Looking forward

We are facing an exciting and busy 2014. 
We aspire to reach the US market with 
belinostat (Beleodaq) for the treatment 
of PTCL this year, we have established a 
sound financial position for the company, 
and we have initiated the implementation 
of our updated strategy, one of our pri-
orities being to explore opportunities with 
potential partners within orphan oncology 
– all of which support our mission to de-
velop novel and innovative therapies for 
rare cancer diseases, providing hope for 
patients and their families.

I would like to thank everyone at 
Topotarget for their hard work and dedica-
tion towards fulfilling our mission, our col-
laboration partners for our joint achieve-
ments, and our shareholders for their 
continued confidence in and support of 
both Topotarget and belinostat.

  
Anders Vadsholt

  Chief Executive Officer
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Financial Calendar 2014

Annual General Meeting 2014  April 24, 2014

Interim report for the period January 1 - March 31, 2014  May 8, 2014

Interim report for the period January 1 - June 30, 2014  August 14, 2014

Interim report for the period January 1 - September 30, 2014 November 6, 2014

  2013 2012 2011 2010 2009

DKK ‘000

Consolidated financial highlights and ratios

Revenues 8,338 2,395 65,598 107,826 43,979

Research and development costs (23,019) (46,522) (54,345) (70,608) (89,884)

Write-down of research and development projects -  - - (189,541) (21,200)

Sales and distribution costs -  - - - (29,136)

Operating loss (34,148) (80,210) (31,352) (197,543) (132,492)

Net financials (2,045) (1,149) 1,087 68,773 (10,250)

Net loss from continued operations (36,193) (81,359) (29,012) (84,785) -

Net profit/(loss) from discontinued operations - 99 (3,999) (29,096) -

Total comprehensive income/loss for the year (34,968) (80,017) (33,011) (55,689) (140,464) 

Basic EPS continued operations (0.25) (0.60) (0.22) (0.64) -

Basic EPS continued and discontinued operations (0.25) (0.60) (0.25) (0.42) (1.41)

Consolidated balance sheet

Cash and cash equivalents 31,483 41,460 114,302 205,068 130,145

Equity 243,092 251,247 330,728 360,219 411,798

Total assets 265,117 278,936 370,476 465,824 585,413

Investment in tangible assets (net) 10 (226) (2,283) (1,633) 2,016

Consolidated cash flow statement

Cash flow from operating activities (35,623) (80,973) (88,847) 40,101 (99,197)

Cash flow from investing activities 152 8,131 (1,919) 34,686 37,861

Cash flow from financing activities 25,494 - - 138 118,780

Consolidated ratios

Number of fully paid shares year-end 143,317,114 132,652,050 132,652,050 132,652,050 132,609,020

Average number of shares for the period 140,916,162 132,652,050 132,652,050 132,640,379 99,456,765

Assets/equity 1.1 1.1 1.1 1.3 1.4

Market price year-end (DKK) 2.98 2.15 2.51 3.57 2.59

Net asset value per share (DKK) 1.7 1.88 2.49 2.73 3.11

Average number of full-time employees 13 23 42 50 58

The figures for 2010 and beyond have been changed as the Savene® and Totect® activities are now presented as discontinued operations.  
Other years are presented as continued operations.

Financial highlights and ratios
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Vision, mission, and strategy

The goal of submitting an NDA for 
belinostat in PTLC has been success-
fully achieved and we have received the 
first of two important potential milestone 
payments from our partner in the USA, 
entailing a healthy financial position for 
Topotarget going forward.

Topotarget’s Board of Directors and Man-
agement, assisted by external advisors and 
specialized healthcare investors, have now 
completed a thorough strategic review, 
resulting in an updated vision, mission, 
and strategy. This new strategy will enable 
the company to move forward; beyond 
belinostat in the USA.

Strategic review outcome

Topotarget’s strategy going forward is to 
continue to focus on developing new, 
innovative oncology drugs for the treat-
ment of rare, life-threatening cancers with 
significant unmet medical needs (orphan 
oncology drugs), building on our suc-
cessful experience from the development 
of belinostat. Approximately 7,000 rare, 
or orphan, diseases have been identified, 
while treatments only exist for less than 
5% – and orphan oncology indications 
make up the largest and fastest growing 
group of diseases with unmet needs.

Strategic rationale

An interesting market
In the beginning of 2014, more than 300 
companies and partners worldwide are 
engaged in orphan oncology, with orphan 
oncology pipelines containing at least 
2,466 development projects. The unmet 
medical need is huge and new rare diseas-
es are continuously discovered. The total 
market value for orphan drugs exceeded 
USD 80 billion in 2013 and is expected to 
reach USD 100 billion in 2018.

Scientific progress supports growth 
potential
The scientific and biotechnological ad-
vances associated with knowledge gained 
from mapping and sequencing the human 
genome have accelerated and improved 
the origin and genetic links to many rare 
cancers. Simultaneously, there is an ever 
more refined understanding of the biology 
of rare cancers and of the technological 
advances that provide tools with which to 
address them. 

Sound financial incentives
While it may sound illogical to develop 
drugs for rare diseases with a small patient 
pool, one should bear in mind that gov-
ernment incentives, shorter development 
timelines, and high rates of regulatory 
approval make orphan drug development 
economically viable. 

The time from phase II studies to market 
is often shorter for orphan drugs due to 
shorter and smaller clinical studies and 
FDA’s various approaches to accelerated 
approvals. Moreover, a high number of 
orphan drugs are biologics, which are less 
likely to have generic equivalents, pro-
longing their value to sponsors, even af-
ter patent expiration. Also, if a compound 
is granted orphan drug designation, the 
odds for approval are significantly higher 
compared to traditional drugs. 

Orphan drugs also experience significant 
competitive advantage in being first to 
market. Due to influential and well-or-
ganized patient organizations, there is an 
increased demand for new treatments.  In 
addition, one may point to the payer’s fa-
vor reimbursement strategies for products 
that satisfy unmet medical needs for rare 
disease patients and provide clinically rel-
evant increased life expectancy and qual-
ity of life. 

Recent research suggests that the higher 
pricing, increased market share, lower 
marketing costs, longer exclusivity periods, 
and faster uptake of orphan drugs offset 
the smaller patient pool.

Please refer to page 6 for more information 
on orphan drugs.
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Vision

To be a leading orphan oncology company

1. Explore belinostat opportunities
Leverage our successful development of belinostat by 
exploring the compound’s opportunities into other rare 
cancer indications within hematology and solid tumors, per 
example:

•   Hepatocellular carcinoma (HCC) is the most common 
type of liver cancer. HCC is quite rare in the EU and the 
USA, while a very prevalent disease in Asia and Africa. 
HCC is actually the third-leading cause of cancer mortal-
ity worldwide. There is a high unmet need for treatments 
of this disease. Belinostat has shown promising signals in 
monotherapy treatment of HCC patients and has demon-
strated strong pre-clinical synergy with the currently only 
approved first-line HCC treatment Sorafenib

•   Myelodysplastic syndrome (MDS) is a hematological condi-
tion which leads to an ineffective production of the myeloid 
class of blood cells, resulting in the blood production 
being disorderly and ineffective. In a previous study under 
the National Cancer Institute (NCI), belinostat showed 
responses in patients when treated with belinostat and the 
approved product, 5-azacytidine, which confirmed the al-
ready known pre-clinical data in which belinostat was even 
able to reactivate drug resistant cells

•   Acute myeloid leukemia (AML) is acute leukemia that 
affects adults. Although AML is a relatively rare disease, it 
accounts for approximately 1% of all cancer deaths in the 
USA. Patients with MDS will eventually progress into AML 
and belinostat has, as mentioned, shown promising data in 
the combination with the approved 5-azacytidine

•   Malignant thymoma is a very rare class of solid tumors for 
which the European Commission granted Topotarget an 
orphan drug designation in July 2013. At current, there are 
no approved treatments for malignant thymoma in the 
EU, making malignant thymoma a rare disease with an 
unmet medical need. In two NCI-sponsored clinical studies, 
belinostat has shown signs of clinical activity in patients 
with malignant thymoma, both as monotherapy and in 
combination with standard combination treatments

2. Prepare for commercialization
 Build a lean, flexible, and targeted force of medical liaisons, 
supplemented with competences covering business develop-
ment and strategy, market access, knowhow, etc.

3. Pursue new product opportunities
Seek collaborations with companies with late-stage innova-
tive orphan oncology projects

4. Strategic development
Actively pursue potential M&A activities with companies who 
share our vision, thereby being able to utilize synergies and 
progress faster in order to achieve the vision

Strategy

To be a biopharmaceutical company focused on the development of novel and innovative therapies within rare cancer diseases, 
providing hope for patients and their families, increasing life expectancy and quality of life

Mission
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The US Orphan Drug Act (ODA) from 1983 was enacted to 
stimulate the research of rare (or orphan) diseases with a 
significant unmet medical need. This legislation continuously 
provides incentives for sponsors to develop therapies for rare 
conditions for which sales are unlikely to recoup research 
and development (R&D) costs under normal circumstances. 
In the USA, a rare disease or disorder is defined as one that 
affects fewer than 200,000 people a year, or one that af-
fects more than 200,000 people per year but for which the 
costs of drug development and marketing are not expected 
to be recovered.

Several incentives are included in the ODA, hereunder seven 
years’ market exclusivity, protocol assistance, tax credits 
of up to 50% of R&D costs, FDA fee waivers, and research 
grants. In order to receive these benefits, a sponsor must 
apply for orphan drug designation and demonstrate the 
medical plausibility for the compound’s expected benefit in 
the rare disease.
 

Similar legislation supporting orphan drug development 
was introduced in the European Union (EU) in 2000, as 
well as in countries such as Singapore, Japan, and Australia. 
Although the spirit of the legislation is the same as with the 
ODA, there are some regional differences in the definition of 
orphan diseases and the incentives provided. For instance, 
the European Medicines Agency (EMA) considers an orphan 
disease to be one with a prevalence (the proportion of the 
population found to have the disease) of one in 2,000 and 
offers incentives  such as ten years’ market exclusivity, proto-
col assistance at a reduced charge, access to the centralized 
authorization procedure, EMA fee reductions, etc.

What is an orphan drug?
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Pipeline update

          
       Enrollment  Time 
Indication Study Sponsor       Phase I     Phase II    Pivotal     NDA Target # status Milestone frame 

PTCL
 BELIEF 

SPPI*) 
   

100
 

Completed
 

NDA approval Q3 2014
 

 (CLN-19)        

PTCL 
BelCHOP

 SPPI
    

28 Recruiting
 Recruitment 

Q4 2014
 

 SPI-Bel-12-104       completed 

NSCLC SPI-1014-Bel SPPI
    

35 Completed
 Recruitment 

-
 

        completed 

Mass balance SPI-12-103 SPPI    6 Completed Recruitment - 

study        completed 

 bElINOSTAT kEy ClINICAl STuDIES

*) Spectrum Pharmaceuticals

Peripheral T-cell lymphoma (PTCl) – 
bElIEF (ClN-19)
Acceptance to file and Priority Review 
granted by the FDA with a Prescription 
Drug User Fee Act (PDUFA) action date of 
August 9, 2014.

The pivotal study of belinostat for the treat-
ment of R/R PTCL was closed for recruitment 
in September 2011 after the inclusion of 129 
patients. Final top-line data presented at 
the American Society of Clinical Oncology 
Annual Meeting 2013 showed an objective 
response rate (ORR) of 26% in all PTCL pa-
tients, 28% in PTCL patients with platelet 
counts above 100,000/μL, and 45.5% in 
patients with the PTCL subtype angioim-
munoblastic T-cell lymphoma (AITL). Safety 
data presented at the T-Cell Lymphoma 
Forum in January 2013 showed a favorable 
safety profile of belinostat when compared 
to the approved treatments for patients with 
PTCL and it was emphasized that combining 
belinostat with cytotoxic regimens is likely 
feasible. Belinostat appears to have low 
myelosuppression and even PTCL patients 
with a poor bone marrow reserve tolerate  
belinostat.

belCHOP – SPI-bel-12-104
The dose-finding BelCHOP (belinostat 
plus cyclophosphamide, hydroxydauno-
rubicin, oncovin, and prednisone) study is 
designed to determine what dose of belin-
ostat combined with CHOP can be safely 
administered together for the 1st-line treat-
ment of patients with PTCL. The purpose is 
furthermore to establish the recommend-
ed dose for the immediate following phase 
III confirmatory study as agreed with the 
FDA. The dose-finding study of BelCHOP 
is expected to recruit up to 28 patients by 
Q4 2014. The confirmatory phase III trial is 
expected to be initiated in H1 2015.

Non-small cell lung cancer (NSClC)  
– SPI-1014
This is a phase I/II maximum tolerated dose 
study of belinostat in combination with car-
boplatin and paclitaxel (BelCaP) in chemo-
therapy-naïve patients with stage IV NSCLC. 
The study was initiated in March 2011 and all 
patients have been enrolled for the study. 
Topotarget and Spectrum Pharmaceuticals 
are cosponsors and Spectrum Pharmaceu-
ticals is overlooking the US-based study.

Mass balance study – SPI-12-103
This is a phase I study for the evaluation of 
excretion (mass balance) and pharmacoki-
netics of 14C-labeled belinostat in patients 
with recurrent or progressive malignancy. 
It is a supportive study for further under-
standing of belinostat's metabolism and 
excretion. The recruitment of six evalu-
able patients has been completed and 
the analysis of the biologic samples is on-
going.

NCI-sponsored studies
The National Cancer Institute (NCI) is a 
prestigious, world-leading oncology re-
search organization sponsoring a vast 
number of studies in oncology. In collabo-
ration with Topotarget and Spectrum Phar-
maceuticals, the NCI studies belinostat 
and investigates treatment options in in-
dications with a high unmet medical need. 
The NCI sponsors and conducts the stud-
ies under their auspices and therefore the 
timelines and communication given are 
under the control of the NCI.

NCI-sponsored studies Initiated

Belinostat for Solid Tumors and Lymphomas in Patients with Varying Degrees 

of Hepatic Dysfunction Q4 2010

A Phase I Study of Belinostat in Combination With Cisplatin and Etoposide in 

Adults with Small Cell Lung Carcinoma Q2 2009
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Partnerships

Spectrum Pharmaceuticals, Inc.
In February 2010, Topotarget out-licensed 
the North American and Indian rights for 
belinostat to Spectrum Pharmaceuticals. 
Under the terms of the agreement, Spec-
trum Pharmaceuticals made an up-front 
payment of USD 30 million and took over 
100% funding of the PTCL “BELIEF” study.

In September 2011, Spectrum Pharmaceu-
ticals completed the recruitment for the 
BELIEF study and the NDA was submitted 
in December 2013. The FDA granted ac-
ceptance to file and Priority Review to the 
belinostat NDA in February 2014 and the 
PDUFA action date is August 9, 2014.

In addition to the acceptance to file mile-
stone (for more information, please refer 
to page 2), Topotarget is eligible to receive 
milestone payments upon an NDA ap-
proval and upon successful achievement 
of certain development and commercial 
milestones as well as double-digit royal-
ties on sales.

Further indications with belinostat are be-
ing considered (please see page 4).

Resources for co-development in addi-
tional indications will have cost sharing, 
with Spectrum Pharmaceuticals contribut-
ing 70% and Topotarget contributing 30%.

As of October 2013, Spectrum Pharmaceu-
ticals carries the responsibility for the man-
ufacture of belinostat for all territories. This 
agreement has a term of five years with 
the possibility for prolongation. 

Edimer Pharmaceuticals
In March 2009, Topotarget out-licensed its 
non-oncology, pre-clinical development 
program APO200 to Edimer Pharmaceu-
ticals, Inc.

Edimer is developing APO200 (EDI200) as 
a treatment for x-linked hypohidrotic ec-
todermal dysplacia (www.edimerpharma.
com).

Topotarget has received an upfront pay-
ment and is entitled to future potential 
milestones and royalty payments.

Multimeric biotherapeutics, Inc.
In October 2011, Topotarget out-licensed 
the exclusive rights to the further devel-
opment of the multimeric TNF superfamily 
ligands (TNFSFs) for all therapeutics used 
to Multimeric Biotherapeutics, Inc.

Under the agreement, Multimeric Biother-
apeutics will license the rights to all mul-
timeric fusion proteins containing TNFSFs 
which are covered by Topotarget’s issued 
and pending patents in Europe, the USA, 
Canada, Japan, Australia, South Korea, 
and other territories.

The agreement also grants Multimeric Bio-
therapeutics the rights to sub-license. 

Topotarget is entitled to receive future po-
tential milestones and royalty payments.

Oncology Venture
In November 2012, Topotarget entered into 
an exclusive license agreement with On-
cology Venture ApS granting the global 
rights to the further clinical development 
of APO010.

Under the agreement, Oncology Venture 
will license all rights specific to APO010 
which are covered by Topotarget’s issued 
and pending patents.

Topotarget has received an upfront pay-
ment and is entitled to future potential 
milestones and royalty payments.

National Cancer Institute (NCI)
Topotarget is party to a Clinical Trial 
Agreement with the NCI under which the 
NCI sponsors a number of clinical studies 
evaluating the activity of belinostat, either 
alone or in combination with other anti-
cancer therapies, for the treatment of he-
matological cancers and solid tumors. The 
collaboration with the NCI is academic.

Commercial opportunities for 
belinostat
Topotarget continues to explore the com-
mercial opportunities in Europe, Asia/Pa-
cific, and ROW in order to commercialize 
belinostat most optimally.
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Corporate Governance

Shareholders
Topotarget is a listed company and there-
fore our shareholders have the ultimate 
authority over the company – an authority 
that is exercised through the sharehold-
ers’ right to make decisions at Topotarget’s 
general meetings in person or by proxy. 
No shares carry special rights – each share 
of DKK 1 carries one vote. 

At annual general meetings, the share-
holders approve the company’s annual 
report, elect the Board of Directors and 
independent auditor, and approve any 
amendments to Topotarget’s Articles of 
Association. Resolutions are passed by a 
simple majority, unless the Danish Com-
panies Act or the Articles of Association 
provide otherwise.

Read more about shareholder 
 information on p. 16.

board of Directors
The management structure at Topotarget 
is two-tier consisting of the Board of Di-
rectors and the Management. These two 
governing bodies are separate and no one 
serves as a member of both bodies. 

It is the primary responsibility of the Board 
of Directors to define the strategic frame-
work for the activities and action plans 
of the company and to maintain a con-
structive dialogue with the Management 
regarding the implementation of these 
strategies. The Board of Directors appoints 
the company officers, sets out its terms 
and tasks, and supervises its work and the 
company’s procedures and responsibilities. 
On behalf of the shareholders, the Board 
of Directors supervises the organization 
and ensures that the company is man-
aged appropriately and in accordance with 
legislation and the company’s Articles of 
Association. The Board of Directors does 
not participate in the day-to-day manage-
ment of the company.

The Board of Directors consists of seven 
members, of whom six are independent 
in accordance with the Danish Corporate 
Governance Recommendations. All mem-
bers were elected at Topotarget’s annual 
general meeting in April 2013 for a period 
of one year. Members must retire when 
they reach the age of 70. 

The key considerations made in relation 
to the appointment of the Board of Direc-
tors are the professional background and 
industry experience of each candidate. 
The activities of the Board of Directors are 
governed by an internal set of procedural 
rules. For relevant background information 
on the individual board members, please  
go to page 14 or visit http://www. topotarget.
com/about-us/board-of-directors.aspx.

The Board of Directors has established a 
formal process for evaluating the Manage-
ment and objectives are agreed upon in 
connection with the budgeting procedure 
and evaluated finally at year-end. The 
Board of Directors continuously discusses 
the goals and strategies of Topotarget as 
well as Topotarget’s ability to implement 
the strategies and live up to expectations. 
The Chairman of the Board has well-
defined tasks, duties, and responsibilities. 
Among these to make sure that the board 
members have the competences that are 
required for a governing board. The entire 
Board of Directors evaluates the board’s 
composition to ensure that the needed 
competencies are at hand and to ensure 
a transparent process on the election of 
board members at the annual general 
meeting.

In 2013, the Board of Directors held 22 
meetings (either in person, via telephone, 
or by way of written resolutions).

Please refer to page 14 for an  overview 
of our Board of Directors.

Audit Committee
The Audit Committee’s purpose is to review 
the financial controls and to work with 
the independent auditors in connection 
with their audit of the company’s finan-
cial statements and to make reports and 
recommendations to the Board of Direc-
tors on these matters. The members of the 
Audit Committee are Bo Jesper Hansen 
(Chairman) and Per Samuelsson.

In 2013, the Audit Committee held 5 meet-
ings (either in person or via telephone).

Nomination Committee
The Nomination Committee’s task is to de-
scribe and evaluate the required qualifica-
tions of the two governing bodies (Board of 
Directors and Management) and to make 
recommendations on changes. The com-
mittee considers and recommends propos-
als for candidates for executive positions 
in the company. The committee consists of 
the following members: Bo Jesper Hansen 
(Chairman), Anker Lundemose, Ingelise 
Saunders, and Per Samuelsson.

Remuneration Committee
The Remuneration Committee’s purpose is 
to evaluate and make recommendations 
to the Board of Directors on the remuner-
ation paid to board members and senior 
management as well as recommendations 
concerning employee incentive programs. 
The committee consists of the following 
members: Bo Jesper Hansen (Chairman), 
Anker Lundemose, Ingelise Saunders, and 
Per Samuelsson.

Management
The day-to-day management of Topotarget 
lies with the Management. The Manage-
ment is responsible for the overall busi-
ness and all operational matters, including 
 allocation of resources, implementation of 
strategies, and timely reporting of informa-
tion to the Board of Directors and stake-
holders. 
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Diversity
Topotarget believes that a diverse work 
force and work place results in greater 
quality of work as well as a broader un-
derstanding of various organizational 
tasks. As a result, we, among other things, 
continuously seek to maintain a balanced 
gender composition in both our Manage-
ment (current divide: 20% men and 80% 
women) and our Board of Directors (cur-
rent divide: 71% men and 29% women). 
Topotarget seeks to be compliant with the 
goals stipulated in the Danish Companies 
Act section 139a in representing both gen-
ders by 40% or more – at current, though, 
our goal is to maintain a composition with 
at least two members of both genders.

Exceptions
It is the view of the Board of Directors 
that Topotarget complies with the Danish 
Corporate Governance Recommendations 
from May 2013, however, with the follow-
ing exceptions:

Topotarget has, due to the company’s size 
and complexity, not formally elected a 
Vice Chairman.

The Chairman of the Board of Directors 
and the Chairmen of the Audit Committee, 
the Nomination Committee, and the Re-
muneration Committee are identical rea-
soned by the qualifications of the Chair-
man. Furthermore, the Chairman has been 
appointed Executive Chairman during the 
current strategic review – please refer to 
Note 22 for further details.

Topotarget offers share-based remunera-
tion programs to board members, the 
reason being that the company considers 
share-based remuneration programs es-
sential and necessary tools to attract and 
retain board members with international 
experience and profiles to secure align-
ment with the company strategy.

Topotarget does not disclose remunera-
tion of board members or managers at an 

individual level. Topotarget considers this 
information to be private and believes that 
information at an individual level is of lim-
ited value to the shareholders. 

Also, Topotarget has not established a so-
called whistleblower scheme for the no-
tification of possible or suspected wrong-
doing as the company does not see this 
as relevant due to the open culture and 
modest size of the company.

Topotarget’s Corporate Governance ap-
proach is based on the Committee on 
Corporate Governance’s recommendations 
as of May 6, 2013, cf. section 107b of the 
Danish Financial Statements Act: http://
corporategovernance.dk/file/372239/ 
anbefalinger_for_god_selskabsledelse_ 
maj_2013.pdf. A full description on To-
potarget’s approach can be found on 
our homepage http://investor.topotarget.
com/governance.cfm.

Corporate Social Responsibility

Topotarget does not have a written policy 
on Corporate Social Responsibility (CSR).
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Risk profile and risk management

Risk profile
Topotarget conducts global clinical studies 
with belinostat and is therefore exposed to 
a variety of risks, of which some are be-
yond our control. If not properly assessed 
and controlled, these risks may have sig-
nificant impact on our business.

Risk management approach
Active management of operational, finan-
cial, and compliance risks is a prerequisite 
for Topotarget. Risks are identified and re-
ported through a systematic process. Con-
solidation, analysis, and evaluation take 
place with stakeholders within Topotarget 
and, if required, with external consultants. 
Management is responsible for the final 
calibration of risks and review of mitigat-
ing actions. Management and the Board 
of Directors discuss and decide on the risk 
tolerance for the most significant risks.

Semi-annually the company completes 
a risk management business process and 
reports relevant findings to the Board of 
Directors as well as ad hoc reporting to 
relevant stakeholders.

The risk management business process 
defines clear responsibilities for the Board 
of Directors as well as the Management. 
The Board of Directors is responsible for:

•   Approval of the Risk Policy, including 
risk tolerance levels

•   Review and approval of top  
risk scenarios

•   Review of the current level of mitigation 
of top risks

•   Proposals for additional mitigation,  
if required

•   Verification of the adequacy of the risk 
management infrastructure

Management is directly responsible for the 
management and mitigation of key risks 
as well as for the maintenance of a robust 
risk management business process, includ-
ing the reporting cycle.

Below you will find a summary of the 
company’s main risk areas and a summa-
ry of how the company seeks to address 
these risks.

Development and scientific risks
Through scientific and medical advice, 
Topotarget seeks to ensure the optimal 
selection of future disease targets. A Sci-
entific Committee consisting of board 
members is, together with key Topotarget 
employees, closely monitoring and as-
sessing data from our clinical trials as well 
as other relevant scientific information. This 
is done in order to comply with the exten-
sive regulatory requirements that we are 
subject to when working with clinical stud-
ies, but also to be able to make the best 
decisions in relation to available data.

In general, as for all drug development, 
there is a risk that lack of efficacy or unex-
pected serious adverse events in relation 
to the clinical product will have adverse 
effect on study outcome. There is also 
the risk that the patient inclusion rate in 
clinical studies is insufficient to meet time-
lines. Moreover, unforeseen safety issues 
or changes of regulatory requirements can 
influence the timing and nature of our 
clinical development activities, costs, and 
related revenues such as milestone pay-
ments and cost reimbursement.

Regulatory risks
Topotarget’s activities can be affected by 
regulatory requirements and changes im-
plemented in individual countries. Modi-
fied legislation or reinterpretation of leg-
islation in Topotarget-relevant countries 
may result in unintended or unexpected 
costs or timeline extensions.

Risks related to the market and 
partners
The collaboration with Spectrum Pharma-
ceuticals is very important for our business 
as well as our future growth. A significant 
part of our future revenue, in particular 
milestones and royalties, may depend on 
a continued good collaboration. Our busi-
ness might be negatively affected if Spec-
trum Pharmaceuticals become unable to 
meet their obligations. Topotarget relies 
on Spectrum Pharmaceuticals’ ability and 
willingness to provide answers to the FDA 
during their NDA review process with a 
view to the FDA potentially granting mar-
keting authorization for belinostat.

Topotarget is furthermore subject to a 
range of commercial risks considered nor-
mal within the biopharmaceutical busi-
ness, including:

•   Competition from existing treatments 
and/or new drugs

•   Change in market size of lead 
indications

•   Product pricing and reimbursement 
policies

•   Interest from potential partners and 
investors

•   Development time of new clinical trials

•   Patent protection and ability to prevent 
infringements

Risks related to legal requirements
We continue to file necessary patent ap-
plications in an effort to protect our prod-
uct and technologies. We maintain strict 
confidentiality standards and agreements 
for internal employees and any collabo-
rating parties in order to protect business 
secrets. However, the risk that Topotarget’s 
ability to protect itself in potential patent 
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lawsuits is insufficient exists. This could be 
instances where our intellectual property 
is being infringed or we are accused of 
infringing on a competitor’s intellectual 
property. 

Financial risks
By mainly concentrating our facilities in 
Denmark, we are reducing our exposure to 
fluctuations in exchange rates. However, 
as we are conducting global clinical stud-
ies, have shared clinical costs with Spec-
trum Pharmaceuticals, and procuring ser-
vices in a global environment, we remain 
exposed to exchange rate fluctuations.

The company’s cash holdings consist of 
deposits held in cash. The interest rate 
risk is insignificant relative to Topotarget’s 
combined operations. 

Capital resources
Topotarget is a drug development com-
pany without commercial revenue. We 
will, excluding revenue from collabora-
tion partners, be cash consuming until 
belinostat becomes commercially avail-
able. It is therefore crucial that the compa-
ny at all times ensures sufficient financial 
resources.

Risk management
A number of factors concerning Topotarget 
and our strategies contribute to a reduc-
tion of the overall risks:

•   We  are  pursuing  a  partnering  strategy 
which reduces a large part of the finan-
cial risks; we have a strong development 
agreement for belinostat with Spectrum 
Pharmaceuticals for North America and 
India, who will handle the commerciali-

zation of belinostat in these geographi-
cal regions; we are exploring commercial 
opportunities for belinostat in Asia and 
Europe

•   Topotarget collaborates with several sci-
entific organizations and has a large rep-
resentation of scientific expertise within 
the company, ensuring bridge building 
between science and the treatment of 
patients

•   Topotarget is a professional organization 
which strives to keep updated on and 
compliant with laws affecting the com-
pany’s activities

•   Our  Board  of  Directors  continuously 
evaluates the need to increase the com-
pany’s financial resources 
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The process of accounts preparations

The overall responsibility for the com-
pany’s control and risk management in 
relation to the financial reporting process, 
including compliance with applicable leg-
islation and other financial reporting reg-
ulations, rests with  Topotarget’s Board of 
Directors and Management.

Financial report process
The company has an Audit Committee 
consisting of members of the company’s 
Board of Directors. The Audit Committee 
reviews and discusses auditing and ac-
counting matters with the company’s au-
ditors elected by the shareholders and the 
Management in accordance with the Audit 
Committee’s terms of reference. 

 Topotarget’s primary focus is to ensure that 
the financial statements are in accordance 
with relevant accounting legislation and 
other provisions and regulations and give 
a true and reliable view of the company’s 
activities and financial position.

The preparation of the company’s finan-
cial reporting follows a planned structure 
involving segregation of duties.

 Topotarget has established internal 
monthly reporting with a view to effec-
tively managing its financial status. The 
reporting process involves analyses of de-
viations between actual results, business 
plans, budgets, and the most recently up-
dated estimate for the financial year. The 
monthly report, including an explanation 
of deviations for the principal business are-
as, is reviewed by the Management before 
it is distributed to the Board of Directors.

The company’s statutory reports are pre-
pared according to the same structure as 
the monthly reports.

The quarterly reports are reviewed at an 
Audit Committee meeting before they are 
approved at a board meeting and subse-
quently released for publication.

The annual audit and reporting process 
comprise detailed planning of individual 
assignments, planning meetings between 
Investor Relations, the finance depart-
ment, and the external auditors. The audit 
and planning process is based on an ap-
proved audit strategy.

The annual report is prepared in close col-
laboration with key individuals from each 
business unit. In addition, the auditors en-
sure that the financial statements provide 
a reliable and true view of the company’s 
assets, liabilities, and financial position, 
ensuring that the annual report is pre-
sented in accordance with the accounting 
policies adopted.

Control environment
The Audit Committee, and subsequently 
the Board of Directors, at least once a 
year, assesses the Group’s organizational 
structure, its risk of fraud, as well as the 
existence of in-house rules and guidelines.

The Group’s control and risk management 
systems may provide reasonable, but not 
absolute, assurance that misappropriation 
of assets, losses, and/or significant errors 
and omissions in the financial reporting 
are avoided.

The Board of Directors and the Manage-
ment are responsible for establishing and 
approving general policies, procedures, 
and controls in key areas in relation to 
the financial reporting process. The Board 
of Directors approves the overall policies, 
procedures, and controls, which are main-
tained and monitored by the Management 
and key employees representing each 
business area.

 Topotarget has established policies and 
procedures for the key areas in relation to 
the financial reporting process, including 
business procedures for financial reporting 
and planning, business procedures for the 
finance function and other key business 
units, and for IT security.

Risk assessment
The Board of Directors makes an annual 
general assessment of risks in relation to 
the financial reporting process. The objec-
tive of  Topotarget’s internal risk manage-
ment system is to maintain effective pro-
cedures for identification, monitoring, and 
reporting of such risks. This includes an 
assessment of IT security, the risk of fraud, 
and the measures to be taken to reduce 
and/or eliminate such a risk.
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Board of Directors

Board of Directors

bo Jesper Hansen, MD, PhD
Danish, 55
Chairman since 2010
Independent board member since 2009

Special competences
Bo Jesper Hansen has experience in the 
field of international contract negotiation 
and deal-making, including execution 
of high-impact license agreements and 
significant M&A transactions. Dr. Hansen 
moreover has extensive knowledge of 
international marketing, legislative con-
ditions, pharmaco-surveillance, medical 
marketing, and business development. In 
addition hereto, Dr. Hansen is well-con-
nected within the medical industry and 
especially within the orphan drug market.

board positions
Swedish Orphan Biovitrum AB (Chairman), 
Ablynx, CMC Kontrast AB, Genspera Inc., 
Hyperion Therapeutics Inc., Newron Phar-
maceuticals S.p.A., and Orphazyme ApS.

Shares: 300,000 (2012: 300,000)
Warrants: 200,000 (2012: 150,000)

Ingelise Saunders, MPh, bSc
Danish, 64
Independent board member since 2004

Special competences
Ingelise Saunders has extensive experi-
ence within executive management, in-
ternational operations, sales, marketing, 
and global commercial operations. Mrs. 
Saunders also has broad experience with 
M&A transactions, business development, 
healthcare strategy, and life science in-
vestments.

board positions
MinervaX ApS (Chairman)

Shares: 25,000 (2012: 25,000)
Warrants: 162,788 (2012: 158,442)

Jeffrey H. buchalter, bS, MbA
American, 56
Independent board member since 2006

Special competences
Jeffrey H. Buchalter has experience in ex-
ecutive management, industry, develop-
ment, manufacturing, and the commer-
cialization of pharmaceutical products as 
well as therapies for cancer patients.

board positions
Archimedes Pharma Ltd.

Warrants: 203,270 (2012: 178,270)

Per Samuelsson, MSc
Swedish, 52
Non-independent board member since 
2009

Special competences
Per Samuelsson has since 2000 been 
Partner at Odlander Fredrikson/HealthCap, 
Topotarget’s largest shareholder. Mr. Sam-
uelsson has experience in biotech, venture 
capital, investment banking, merger trans-
actions, initial public offerings, and equity 
incentive programs.

board positions
Algeta ASA, BioStratum Inc., Cardoz AB, 
Nordic Vision Clinics AS, Oncopeptides AB, 
Oncos Therapeutics Oy, Optivy AB, and 
Sweden BIO.

Anker lundemose, MD, PhD, Doctor of 
Medical Science
Danish, 52
Independent board member since 2010

Special competences
Anker Lundemose has experience within 
academia, executive management, large 
pharma, biotech, and business and corpo-
rate development. Dr. Lundemose is CEO 
and President of BioNor Pharma ASA and 

has an international track record in R&D 
productivity and deal making, including 
execution of high-impact license agree-
ments and significant M&A transactions.

board positions
Adenium Biotech, Aniona, and Polytherics.

Shares: 25,000 (2012: 25,000)
Warrants: 100,000 (2012: 75,000)

Gisela Schwab, MD
German, 57
Independent board member since 2011

Special competences
Gisela Schwab has experience within the 
pharmaceutical industry in managing ear-
ly- and late-stage development activities 
(target selection, pre-clinical, pharmacoki-
netic, clinical, and regulatory develop-
ment) of biotechnological compounds and 
small molecules, filing of INDs and NDAs/
BLAs/MAAs, and in building and manag-
ing development teams.

board positions
Cellerant Therapeutics

Warrants: 75,000 (2012: 50,000)

karsten Witt, MD
Danish, 56
Independent board member since 2011

Special competences
Karsten Witt has experience in clinical 
strategy and execution of development 
programs as well as drug safety/pharma-
covigilance, development of small-mol-
ecule targeted oncology therapies, and 
filing of INDs, BLA/sBLA, and NDAs/sNDA.

Warrants: 75,000 (2012: 50,000)
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Management 

Anders Vadsholt, MSc, MbA 3

Company officer
Danish, 44
Chief Executive Officer

Special competences
For 17 years, Anders Vadsholt has worked 
with maximizing shareholder value in vari-
ous roles and industries. In recent years, 
Mr. Vadsholt has taken on executive man-
agement roles in the biotech industry, his 
primary activities being general manage-
ment, strategy, legal, finance, and inves-
tor relations. Mr. Vadsholt has also worked 
with venture capital and corporate finance, 
involving raising private and public capi-
tal, mergers and acquisitions, restructuring 
and divestments of companies.

Shares: 25,000 (2012: 25,000)
Warrants: 650,000 (2012: 450,000)

Elisabeth V. Carstensen, PhD 1

Danish, 44
Director of Pharmaceutical Operations

Special competences
Elisabeth Carstensen has extensive ex-
perience within and is responsible for the 

area of pharmaceutical manufacture of 
active ingredients and drug products. Dr. 
Carstensen has more than 13 years’ ex-
perience with Topotarget, including qual-
ity assurance, pharmaceutical operations, 
clinical supply chain management, and 
regulatory registration processes.

Anne V. Sillemann, MSc Pharm 2

Danish, 48
Director of Global Regulatory Affairs

Special competences
Anne Sillemann has more than 18 years’ 
experience with drug development, regu-
latory processes, and submissions in both 
the EU and the US. Mrs. Sillemann has 
significant experience with clinical trial ap-
plications, scientific advices, orphan drug, 
and life-cycle management. Mrs. Sille-
mann has been with Topotarget for more 
than 10 years and has obtained marketing 
authorizations in the EU and the US.

Jette Tjørnelund, PhD 4

Danish, 50
Director of Science

Special competences
Jette Tjørnelund has extensive scientific 
experience within the areas of analytical 

Management

chemistry, preclinical drug development, 
and clinical drug development, resulting 
in more than 50 published papers in sci-
entific journals. Dr. Tjørnelund has been 
with Topotarget for 10 years as responsible 
for analytical chemistry, drug metabolism, 
and pharmacokinetics as well as clinical 
pharmacology.

lone Dahl, bSc 5

Danish, 53
Director of Finance

Special competences
Lone Dahl has extensive experience within 
financial functions and financial manage-
ment from both a general audit consulting 
company and the international pharma-
ceutical industry. Mrs. Dahl has opera-
tional and hands-on experience in build-
ing a finance department across cultures 
and set-ups. Lone Dahl has a proven track 
record in alliance management, business 
development, and responsibility for the 
financial part of preparing and facilitat-
ing a merger between two international 
pharmaceutical companies in the Nordic 
region.
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Shareholder information

Topotarget A/S’ shares were listed on 
the Copenhagen Stock Exchange (now 
NASDAQ OMX Copenhagen A/S) in June 
2005 under the securities/ISIN code 
DK0060003556 and the trading symbol 
TOPO. The company’s Reuters symbol is 
TOPO.CO and its Bloomberg symbol is 
TOPO:DC. Trading of the company’s shares 
commenced on June 10, 2005. Topotarget 
belongs to the small cap segment.

The closing price for our shares on De-
cember 31, 2013 was DKK 2.98 which was 
an increase of 39% compared to the com-
pany’s share price of DKK 2.15 at year-end 
2012. The average daily trading volume for 
the company’s shares in 2013 was DKK 1.3 
million. 

At December 31, 2013, Topotarget’s share 
capital was DKK 143,317,114 correspond-
ing to 143,317,114 shares of DKK 1 nominal 
value. The company only has one class of 
shares and all shares have equal rights.

Topotarget’s Articles of Association do not 
contain provisions on limitations of own-
ership or voting rights for each individual 
shareholder.

Ownership structure
As of March 27, 2014, Topotarget had 8,326 
registered shareholders, who held 66% of 

the share capital compared to 8,528 regis-
tered shareholders on March 13, 2013.

At March 27, 2014, the company’s 10 larg-
est shareholders held 30% of the total 
share capital, and the following investors 
have informed Topotarget that they hold 
more than 5% of the shares:

•   HealthCap funds (Odlander Fredrikson 
& Co AB) (Please see Note 23)

IR policy
Topotarget aims to maintain an open and 
continuous dialogue with existing and po-
tential shareholders, other stakeholders, 
and the general public. The company thus 
strives to provide transparent communica-
tion with equal access for all stakeholders. 
With open communication, the company 
aims to ensure fair pricing of the compa-
ny’s shares in order to reflect the compa-
ny’s willingness to generate higher earn-
ings to its shareholders.

In compliance with the disclosure require-
ments of NASDAQ OMX Copenhagen, 
Topotarget will publish information on the 
company that is deemed important to the 
pricing of its shares. The company will also 
publish quarterly reports on the company’s 
development, including relevant financial 
information. Topotarget also observes so-

called ‘quiet periods’ (two weeks) before 
the publication of each of the company’s 
financial reports. During these periods, the 
company will refrain from holding investor 
and analyst meetings or meetings with the 
media. The company maintains an insider 
register and will publish any changes to 
certain insiders’ shareholdings in accord-
ance with the rules that apply for NASDAQ 
OMX Copenhagen. Such publication will 
be made immediately after the transac-
tion.

Topotarget has also adopted in-house 
rules, which stipulate that insiders may 
only purchase and sell shares in the com-
pany during a period of six weeks after the 
company’s publication of interim financial 
statements. 

Any information published by the com-
pany will be published in full accordance 
with disclosure requirements under Danish 
law and all announcements and financial 
reports are available on the company’s 
website, www.topotarget.com, in both 
Danish and English.
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The annual report comprises the Parent 
Company Topotarget A/S and the three 
wholly-owned subsidiaries Topotarget 
UK Ltd., Topotarget Germany AG, and 
Topotarget Switzerland S.A.

Unless otherwise stated, the financial re-
view is based on the Group’s consolidated 
financial information for the year ended 
December 31, 2013 as included in this an-
nual report with comparative figures for 
the Group for 2012 in brackets. 

A net loss in continued operations of DKK 
36.2 million (2012: Net loss of DKK 81.4 
million) was recorded for the year.

The Group’s net cash and cash equivalents 
as of December 31, 2013 totaled DKK 31.5 
million (2012: DKK 41.5 million) and the 
equity stood at DKK 243.1 million (2012: 
DKK 251.2 million). 

For assumptions and estimates, please re-
fer to Note 2.

Consolidated income statement
Topotarget recognized revenues of DKK 
8.3 million in 2013 (2012: DKK 2.4 million). 
Revenues are composed of milestone pay-
ments from the renegotiated agreement 
with Apricus Biosciences, Inc. and income 
per our collaboration agreement with 
Spectrum Pharmaceuticals.

Production costs, which amounted to DKK 
1.1 million (2012: DKK 1.4 million), include 
Topotarget personnel costs related to the 
agreement with Spectrum Pharmaceuti-
cals.

Research and development costs were 
DKK 23.0 million (2012: DKK 46.5 million). 
The reduction in cost of 51% is primarily 

due to the steps made to ensure a cost-
effective organization including reductions 
in the number of employees and the here-
to related costs. The finalization of clinical 
data and related clinical study reports are 
on-going. 

Administrative expenses were DKK 18.4 
million (2012: DKK 34.7 million). The de-
crease in cost of 47% is primarily related to 
the reduction in the number of employees 
and Management.

The net financials showed a net expense 
of DKK 2.0 million (2012: Net expense of 
DKK 1.1 million). The financial expense is 
mainly caused by exchange rate fluctua-
tions.

The tax income was DKK 1.2 million (2012: 
1.2 million) and relates to the payment of 
tax value of losses from spending in re-
search and development.

Topotarget recorded a net loss of DKK 
35.0 million in 2013 (2012: Net loss of DKK 
80.0 million).

Consolidated balance sheet
Total assets amounted to DKK 265.1 mil-
lion (2012: DKK 278.9 million), which pri-
marily consist of acquired research and 
development projects and cash and cash 
equivalents, while the Group’s liabilities 
mainly comprise equity and current liabili-
ties. 

Cash and cash equivalents were DKK 31.5 
million (2012: DKK 41.5 million).

Non-current liabilities are reduced to 0.0 
million (2012: DKK 3.2 million). The reason 
for the large reduction is the reclassifica-
tion of the potential Celldex Therapeutics, 

Inc. (former CuraGen) milestone payment 
from non-current liabilities to current li-
abilities.

Current liabilities have been reduced to 
DKK 22.0 million (2012: DKK 24.5 million) 
despite the reclassification of the potential 
Celldex Therapeutics milestone payment 
from non-current liabilities to current li-
abilities.

Consolidated equity
Equity amounted to DKK 243.1 million 
(2012: DKK 251.2 million). The change in 
equity is due to the loss for the year of 
DKK 35.0 million and a share issuance of 
DKK 26.8 million.

Consolidated cash flow
Topotarget’s cash flow from operating 
activities for 2013 was an outflow of DKK 
35.6 million (2012: Outflow of DKK 81.0 
million). The Group’s 2013 cash flow from 
investing activities including the buying 
and selling of securities was DKK 0.2 mil-
lion (2012: Inflow of DKK 8.1 million). The 
Group’s cash flow from financing activities 
was DKK 25.5 million (2012: Inflow of DKK 
0 million).

Comparing the actual financial 
performance with financial guidance
The Group recorded a pretax loss in con-
tinued operations of DKK 36.2 million. The 
financial performance thus exceeded our 
guidance announced in the interim report 
for the first 9 months of 2013, which re-
ported a pretax loss in the range of DKK 
40-45 million for the year. The Group re-
corded a cash position of DKK 31.5 million. 
The guidance announced in the interim re-
port for the first 9 months of 2013 reported 
a cash position in the range of DKK 27-32 
million.

Financial review
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Financial outlook
Spectrum Pharmaceuticals filed an NDA 
with the FDA end 2013 and Topotarget re-
ceived the expected milestone payment 
of USD 10 million and 1 million Spectrum 
Pharmaceuticals shares in Q1 2014.

Topotarget expects an estimated pre-tax 
profit in the range of DKK 55-65 million for 
the full-year financial result for 2014. The 
expected net cash and cash equivalents 
are expected to be around DKK 78-88 
million at year-end 2014. The above num-

bers are including the milestone payment 
from Spectrum Pharmaceuticals of USD 10 
million and 1 million shares with a current 
value of approximately USD 8 million, but 
excluding any extraordinary activities.The 
second milestone payment related to an 
NDA approval is not included in this finan-
cial outlook. 

Parent Company financial statements
The Parent Company recorded a loss of 
DKK 35.0 million (2012: Net loss of DKK 
80.0 million). The Parent Company’s eq-

uity amounted to DKK 243.1 million (2012: 
DKK 251.2 million). The change in equity is 
due to the loss for the year of DKK 35.0 
million and a share issuance of DKK 26.8 
million.

Treatment of loss
The Board of Directors proposes that the 
loss for the year be carried forward to next 
year.
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Statement by the Board of Directors 
and Chief Executive Officer

The Board of Directors and Chief  Executive 
Officer today discussed and adopted 
Topotarget A/S’ annual report for 2013.

The consolidated financial statements are 
presented in accordance with International 
Financial Reporting Standards (IFRS) as 
adopted by the EU and the Parent finan-
cial statements are presented in accord-
ance with the Danish Financial Statements 
Act. Also, the annual report is prepared in 

accordance with additional Danish disclo-
sure requirements for listed companies.

In our opinion the consolidated finan-
cial statements and the Parent financial 
statements give a true and fair view of the 
Group’s and the Parent’s assets, liabilities, 
and financial positions at December 31, 
2013 and of the results of the Group’s and 
the Parent Company’s operations and cash 
flow for the year 2013. We also believe that 

the management commentary contains 
a fair review of the development in the 
Group’s and the Parent’s business and of 
their financial position as a whole together 
with a description of the principal risks and 
uncertainties that they face.

The annual report will be submitted to the 
general meeting for approval on April 24, 
2014.

Copenhagen, March 27, 2014

Executive Management

Anders Vadsholt
Chief Executive Officer

board of Directors

Bo Jesper Hansen Per Samuelsson Jeffrey H. Buchalter
Chairman

Ingelise Saunders Anker Lundemose Gisela Schwab

Karsten Witt
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Independent auditor’s report

To the shareholders of  Topotarget A/S

Report on the consolidated 
financial statements and 
the Parent financial statements
We have audited the consolidated finan-
cial statements and parent financial state-
ments of Topotarget A/S for the financial 
year January 1 - December 31, 2013, which 
comprise the income statement, balance 
sheet, cash flow statement, statement of 
changes in equity and notes, including 
the accounting policies, for the Group as 
well as the Parent, and the statement of 
comprehensive income of the Group. The 
consolidated financial statements are pre-
pared in accordance with International Fi-
nancial Reporting Standards as adopted by 
the EU and Danish disclosure requirements 
for listed companies, and the parent finan-
cial statements are prepared in accordance 
with the Danish Financial Statements Act.

Management’s responsibility for the 
consolidated and Parent financial 
statements
Management is responsible for the prepa-
ration of consolidated financial statements 
that give a true and fair view in accord-
ance with International Financial Reporting 
Standards as adopted by the EU and Danish 
disclosure requirements for listed companies 
as well as the preparation of parent financial 
statements that give a true and fair view in 
accordance with the Danish Financial State-
ments Act, and for such internal control 
as Management determines is necessary 
to enable the preparation of consolidated 
financial statements and parent financial 
statements that are free from material mis-
statement, whether due to fraud or error.

Auditor’s responsibility
Our responsibility is to express an opinion 
on the consolidated financial statements 
and parent financial statements based on 
our audit. We conducted our audit in ac-
cordance with International Standards on 
Auditing and additional requirements under 
Danish audit regulation. This requires that 
we comply with ethical requirements and 
plan and perform the audit to obtain rea-
sonable assurance about whether the con-
solidated financial statements and parent 
financial statements are free from material 
misstatement. 

An audit involves performing procedures to 
obtain audit evidence about the amounts 
and disclosures in the consolidated financial 
statements and parent financial statements. 
The procedures selected depend on the au-
ditor’s judgment, including the assessment 
of the risks of material misstatements of the 
consolidated financial statements and par-
ent financial statements, whether due to 
fraud or error. In making those risk assess-
ments, the auditor considers internal control 
relevant to the entity’s preparation of con-
solidated financial statements and parent 
financial statements that give a true and fair 
view in order to design audit procedures that 
are appropriate in the circumstances, but 
not for the purpose of expressing an opinion 
on the effectiveness of the entity’s internal 
control. An audit also includes evaluating 
the appropriateness of accounting policies 
used and the reasonableness of accounting 
estimates made by Management, as well as 
the overall presentation of the consolidated 
financial statements and parent financial 
statements. 

We believe that the audit evidence we 
have obtained is sufficient and appropri-
ate to provide a basis for our audit opinion.

Our audit has not resulted in any quali-
fication.

Opinion
In our opinion, the consolidated financial 
statements give a true and fair view of the 
Group’s financial position at December 31, 
2013, and of the results of its operations 
and cash flows for the financial year Janu-
ary 1 - December 31, 2013 in accordance with 
International Financial Reporting Standards 
as adopted by the EU and Danish disclosure 
requirements for listed companies.

Further, in our opinion, the parent financial 
statements give a true and fair view of the 
Parent’s financial position at December 31, 
2013, and of the results of its operations for 
the financial year January 1 - December 31, 
2013 in accordance with the Danish Finan-
cial Statements Act.

Statement on the management 
commentary 
Pursuant to the Danish Financial State-
ments Act, we have read the management 
commentary. We have not performed any 
further procedures in addition to the audit 
of the consolidated financial statements 
and parent financial statements.

On this basis, it is our opinion that the in-
formation provided in the management 
commentary is consistent with the con-
solidated financial statements and parent 
financial statements.

Copenhagen, March 27, 2014

Deloitte
Statsautoriseret Revisionspartnerselskab

Jens Rudkjær Carsten Vaarby
State-authorized public accountant State-authorized public accountant

20 Independent auditor’s report Topotarget  •  Annual report 2013

Topotarget  •  Annual report 2013  Independent auditor’s report 20

Statement by the Board of Directors and executive management • Independent auditors’ report

Independent auditors report
Management letter • Financial highlights • Vision, mission, and strategy • Pipeline update 

Other company information • Statements • Financial statements



Consolidated statement of comprehensive income 
and Parent income statement for the year

 Group Parent

DKK ‘000 Note 2013 2012 2013 2012

Revenues 3, 4 8,338 2,395 8,338 3,798

Production costs 5, 6 (1,061) (1,377) (1,061) (1,377)

Research and development costs 5, 6 (23,019) (46,522) (21,575) (42,388)

Administrative expenses 5, 6 (18,406) (34,706) (17,834) (34,343)

Operating loss  (34,148) (80,210) (32,132) (74,310)

Income after tax from investment in subsidiaries 14 - - (7,815) (9,083)

Financial income 7 565 3,673 8,576 6,862

Financial expenses 8 (2,610) (4,822) (4,847) (4,736)

Loss from continued operations before tax  (36,193) (81,359) (36,218) (81,267)

Tax on profit for the year 9 1,225 1,243 1,250  1,250

Net loss from continued operations  (34,968) (80,116) (34,968) (80,017)

Net profit from discontinued operations 10 - 99 - -

Total comprehensive income/loss for the year  (34,968) (80,017) (34,968) (80,017)

     

Total comprehensive income attribuable to:     

Owners of the company  (34,968) (80,017) - -

Non-controlling interests  - - - -

Total comprehensive income for the year  (34,968) (80,017) - -

Loss for the year  - - (34,968) (80,017)

Proposed distribution of loss:

Retained earnings  - - (34,968) (80,017)

Basic EPS continued operations 11 (0.25) (0.60) - -

Basic EPS continued and discontinued operations 11 (0.25) (0.60) - -
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Balance sheet – assets

 Group Parent

DKK ‘000 Note 2013 2012 2013 2012

Acquired research and development projects  228,282 228,902 201,484 202,104

Intangible assets 5, 12 228,282 228,902 201,484 202,104

Other fixtures and fittings, tools and equipment  784 2,655 784 2,654

Tangible assets 5, 13 784 2,655 784 2,654

Investment in subsidiaries 14 - - 25,647 27,573

Receivables from subsidiaries 14 - - 1,606 55

Other receivables  359 501 359 501

Non-current investments  359 501 27,612 28,129

Non-current assets  229,425 232,058 229,880 232,887

Trade receivables 15 784 1,239 643 1,239

Other receivables  1,884 2,150 1,782 2,119

Prepayments  291 779 273 753

Income tax receivables  1,250 1,250 1,250 1,250

Receivables  4,209 5,418 3,948 5,361

Cash and cash equivalents 18 31,483 41,460 30,697 39,795

Current assets  35,692 46,878 34,645 45,156

Assets  265,117 278,936 264,525 278,043
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Balance sheet – equity & liability

 Group Parent

DKK ‘000 Note 2013 2012 2013 2012

Share capital 16 143,317 132,652 143,317 132,652

Share-based payments 17 34,495 33,849 34,495 33,849

Retained earnings  65,280 84,746 65,280 84,746

Equity  243,092 251,247 243,092 251,247

Deferred tax 9 - - - -

Other financial liabilities 19 - 3,212 - 3,212

Non-current liabilities  - 3,212 - 3,212

Other financial liabilites 19 15,440 11,396 15,440 11,396

Trade payables  3,606 8,427 3,028 7,542

Provision related to subsidiaries  - - - 556

Other payables  2,979 4,654 2,965 4,090

Current liabilities  22,025 24,477 21,433 23,584

Liabilities  22,025 27,689 21,433 26,796

Equity and liability  265,117 278,936 264,525 278,043

Changes in accounting policies 1

Significant accounting assumptions and estimates 2

Financial instruments 18

Other financial liabilites 19

Other financial assets and other financial liabilities 20

Other commitments 21

Related parties 22

Ownership 23

Fees to auditors appointed at the annual general meeting 27

Approval of annual report for publication 28

Accounting policies 29
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Cash flow statement

 Group Parent

DKK ‘000 Note 2013 2012 2013 2012

Operating loss  (34,148) (80,210) (32,132) (74,310)

Operating loss from discontinued operations  - 99 - -

Reversal of share-based payments  1,319 535 1,319 535

Depreciation, amortization, and impairment losses 5 1,861 2,646 1,861 2,646 

Working capital changes 23 (5,287) (6,040) (4,226) (4,366)

Cash flow from operating activities before interest  (36,255) (82,970) (33,178) (75,495)

Interest income etc. received  45 3,673 44 4,683

Interest expenses etc. paid  (663) (1,669) (614) (3,218)

Refunded and paid income taxes  1,250 (7) 1,250  -

Cash flow from operating activities  (35,623) (80,973) (32,498) (74,030)

Purchase of tangible assets  - (344) - (344)

Sale of tangible assets  10 118  10 118 

Capital increase in subsidiary  - -  (448) (596)

Loan to subsidiary  -  -  (1,798) (591)

Repayment to non-current investment  142 107 142 107

Sales of securities  -  8,250  - 8,250

Cash flow from investing activities  152 8,131 (2,094) 6,944 

Proceeds from issuance of shares  25,494 - 25,494 -

Cash flow from financing activities  25,494 - 25,494 -

Increase/decrease in cash and cash equivalents  (9,977) (72,842) (9,098) (67,086)

Cash and cash equivalents at January 1  41,460 114,302 39,795 106,881

Cash and cash equivalents at December 31  31,483 41,460 30,697 39,795

Total cash and cash equivalents at December 31  31,483 41,460 30,697 39,795

The cash flow statement cannot be directly derived from the income statement and balance sheet. 
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Equity – Group

   Share- 
 Number Share based Retained 
 of shares capital payment earnings Total

DKK ‘000

Consolidated statement of changes in equity  
for the period January 1 to December 31, 2013

Equity at January 1, 2013 132,652,050 132,652 33,849 84,746 251,247

Net loss for the year - - - (34,968) (34,968)

Other comprehensive income for the year - - - - -

Total comprehensive income for the year -  -  -  (34,968) (34,968)

Recognition of share-based payment - - 1,319 - 1,319

Reversal of expired warrants - - (673) 673 -

Issuance of shares 10,642,564 10,643 - 15,857 26,500

Costs related to capital increase - - - (1,051) (1,051)

Share capital increase through warrant exercise 22,500 22 - 23 45

Equity at December 31, 2013 143,317,114 143,317 34,495 65,280 243,092

The share capital is an undistributable reserve,  
while the other reserves are distributable for dividend  
purporses subject to the provisions of the  
Danish Public Companies Act.

Consolidated statement of changes in equity  
for the period January 1 to December 31, 2012

Equity at January 1, 2012 132,652,050 132,652 34,743 163,334 330,729

Net loss for the year - - - (80,017) (80,017)

Other comprehensive income for the year - - - - -

Total comprehensive income for the year -  -  -  (80,017) (80,017)

Recognition of share-based payment - - 535 - 535

Reversal of expired warrants - - (1,429) 1,429 -

Equity at December 31, 2012 132,652,050 132,652 33,849 84,746 251,247

The share capital is an undistributable reserve,  
while the other reserves are distributable for dividend  
purporses subject to the provisions of the  
Danish Public Companies Act.
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Equity – Parent

   Share- 
 Number Share based Retained 
 of shares capital payment earnings Total

DKK ‘000

Consolidated statement of changes in equity  
for the period January 1 to December 31, 2013

Equity at January 1, 2013 132,652,050 132,652 33,849 84,746 251,247

Net loss for the year - - - (34,968) (34,968)

Other comprehensive income for the year - - - - -

Total comprehensive income for the year -  -  -  (34,968) (34,968)

Recognition of share-based payment - - 1,319 - 1,319

Reversal of expired warrants - - (673) 673 -

Issuance of shares 10,642,564 10,643 - 15,857 26,500

Costs related to capital increase - - - (1,051) (1,051)

Share capital increase through warrant exercise 22,500 22 - 23 45

Equity at December 31, 2013 143,317,114 143,317 34,495 65,280 243,092

The share capital is an undistributable reserve,  
while the other reserves are distributable for dividend  
purporses subject to the provisions of the  
Danish Public Companies Act.

Consolidated statement of changes in equity  
for the period January 1 to December 31, 2012

Equity at January 1, 2012 132,652,050 132,652 34,743 163,334 330,729

Net loss for the year - - - (80,017) (80,017)

Other comprehensive income for the year - - - - -

Total comprehensive income for the year -  -  -  (80,017) (80,017)

Recognition of share-based payment - - 535 - 535

Reversal of expired warrants - - (1,429) 1,429 -

Equity at December 31, 2012 132,652,050 132,652 33,849 84,746 251,247

The share capital is an undistributable reserve,  
while the other reserves are distributable for dividend  
purporses subject to the provisions of the  
Danish Public Companies Act.
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Notes

1. Changes in accounting policies

Presentation and implementation 
of new accounting standards and 
interpretations
The accounting policies applied by 
Topotarget, including presentation, are un-
changed compared to last year. 

Topotarget has adopted all new, amended 
standards, revised accounting standards, 
and interpretations as endorsed by the EU 
and which are effective for the financial 
year January 1 - December 31, 2013. 

With effect from January 1, 2013, the fol-
lowing new and amended International 
Financial Reporting Standards (IFRSs) and 
Interpretations (IFRICs) with relevance for 
Topotarget were implemented:

“Annual Improvements to IFRSs (2009-
2011)”, Amendments to IAS 1 “Presen-
tation of Items of Other Comprehensive 
Income”, Amendments to IFRS 10, IFRS 
11, and IFRS 12 “Consolidated Finan-
cial Statements, Joint Arrangements, and 
Disclosure of Interests in Other Entities: 
Transition Guidance”, IFRS 13 “Fair Value 
Measurement”, IFRS 10 “Consolidated 
Financial Statements”, IFRS 11 “Joint Ar-
rangements”, IFRS 12 “Disclosure of Inter-
ests in Other Entities”, Amendments to IAS 
27 “Separate Financial Statements”, and 
Amendments to IAS 28 “Investments in 
Associates and Joint Ventures”.

None of these have had a significant im-
pact on the financial statements.

Most recently adopted accounting 
standards (IFRS) and interpretations 
(IFRIC)
The International Accounting Standards 
Board (IASB) has issued a number of new 
or amended standards and interpretations 
with effective date after December 31, 
2013. None of these is expected to have 
a significant impact on the financial state-
ments.

Topotarget expects to implement the new 
standards and interpretations when they 
become mandatory. 
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2. Significant accounting assumptions and estimates

In using the Group’s accounting policies, 
the management is required to use judg-
ments, estimates, and assumptions con-
cerning the carrying amount of assets and 
liabilities which cannot be immediately in-
ferred from other sources. Management’s 
estimates are based on historical experi-
ence and other factors, including expec-
tations of future events based on existing 
events. The actual outcome may differ 
from these estimates.

Estimates and assumptions are re-assessed 
in an on-going process. Changes to ac-
counting estimates are recognized in the 
reference period in which the change oc-
curs and in future reference periods if the 
change affects the period in which it is 
made as well as subsequent reference pe-
riods.

Areas in which the Group makes significant 
assumptions and estimates are described 
below. The Group’s accounting policies are 
described in Note 29 to the financial state-
ments. 

Key risk factors
Topotarget’s business and future growth is 
to a large extent reliant on our collabora-
tion with Spectrum Pharmaceuticals. A 
significant part of our future revenue (in 
particular milestones and royalties) may 
depend on a continued good collaboration 
and may be negatively affected if Spectrum 
Pharmaceuticals become unable to meet 
their obligations. Topotarget relies on Spec-
trum Pharmaceuticals’ ability and willing-
ness to provide answers to the FDA during 
the FDA’s review of the NDA with a view to 
the FDA subsequently granting marketing 
authorization.

Going concern
The milestone payment received from 
Spectrum Pharmaceuticals in Q1 2014 

together with the satisfactory year-end 
2013 cash position has put Topotarget in 
a strong financial position which fulfills the 
going concern requirement. 

Revenue recognition
Revenue is recognized when it is probable 
that future economic benefits will flow to 
the company and such economic benefits 
can be measured reliably. In addition, rec-
ognition requires that all significant risks 
and rewards of ownership of the rights or 
services included in the transaction have 
been transferred to the buyer. Income from 
agreements with multiple components and 
where the individual components cannot 
be separated is recognized over the period 
of the agreement. In addition, recognition 
requires that all significant risks and re-
wards of ownership of the goods or ser-
vices included in the transaction have been 
transferred to the buyer. If all risks and re-
turns have not been transferred, revenue 
is recognized as deferred income until all 
components of the transaction have been 
completed.

Although the NDA was submitted to the 
FDA in December 2013, the related mile-
stone payments are not recognized as in-
come for 2013 as it as of December 31, 
2013 is assessed that an uncertainty is at-
tached to whether the revenue will be ob-
tained.

Capitalization of development costs
Capitalization of development costs re-
quires that the development of the tech-
nology or the product in the company’s 
opinion has been completed, that all neces-
sary public registration approvals and mar-
keting approvals have been obtained, that 
costs can be reliably measured and that the 
technology or the product can be commer-
cialized and that the future income from 
the product can cover not only production, 

sales and distribution costs, and adminis-
trative expenses, but also development 
costs. As none of the company’s products 
have obtained the status required for capi-
talization, no development costs had been 
capitalized at December 31, 2013.

Impairment test of acquired research 
and development projects
The value of acquired research and devel-
opment projects recognized in the balance 
sheet as at December 31, 2013 is of the 
belinostat program acquired in conjunction 
with the acquisition of Topotarget UK in 
2002 and the buyback of the full control of 
belinostat from Celldex Therapeutics (for-
mer CuraGen) in April 2008.

In the period, until a marketing approval 
has been obtained, the acquired research 
and development project is tested for im-
pairment annually. After marketing approv-
al has been obtained, an impairment test 
is performed only where events or other 
circumstances indicate that the carrying 
amount may not be recoverable.

Included in the factors taken into account 
when testing for impairment are, among 
other things, expected market size and 
penetration thereof, the costs of develop-
ment, manufacture, sales, and market-
ing, and the risk that development will 
not prove successful, all of which have an 
effect on the value of the amount recog-
nized. Especially for projects in their early 
phases, such assumptions include high un-
certainty.

Based on the impairment test performed, 
no write-down was made in 2013 (2012: 
DKK 0.0 million).
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Notes

3. Revenues
 Group Parent

DKK ‘000  2013 2012 2013 2012

Sale of goods  - 750  -  750

Sale of services  1,600 1,645 1,600 1,645

Milestone payments  6,738  - 6,738  -

License income  - - - 1,403

Total  8,338 2,395 8,338 3,798

4. Segment information

The Group’s revenues are divided geographically as follows:
    Revenue

DKK ‘000    2013 2012

Denmark    - -

Europe    - 750

US    8,338 1,645

Total    8,338 2,395

Revenue relating to Spectrum Pharmaceuticals, Inc. exceeds 10% of the total revenue for 2013: 19% (2012: 69%). 
Revenue relating to Apricus Biosciences, Inc. exceeds 10% of the total revenue for 2013: 81% (2012: 0%). 

The Group’s assets and additions to acquired research and development projects plus other fixtures and fittings, tools and equipment are 
divided geographically as follows:
    Additions to acquired  
    research and development  
    projects plus other  
    fixtures and fittings,  
  Assets  tools and equipment

DKK ‘000  2013 2012 2013 2012

Denmark  202,627 205,259 - 344

Europe  26,798 26,799 -  -

US  - - -  -

Total  229,425 232,058 - 344
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5. Depreciation, amortization, and impairment
 Group Parent

DKK ‘000  2013 2012 2013 2012

Acquired research and development projects  -  - -  -

Other fixtures and fittings, tools and equipment  1,861 2,646 1,861 2,646

Gain/loss from sale of equipment  -  -  -  -

Total  1,861 2,646 1,861 2,646

Allocated by function:

Research and development costs  875 929 875 929

Administrative expenses  986 1,717 986 1,717

Total  1,861 2,646 1,861 2,646

6. Staff costs

Wages and salaries  15,665 29,102 15,271 28,475

Share-based payments  1,319 536 1,295 535

Pension contributions, defined contribution plans  740 1,525 700 1,470

Other social security costs  153 291 108 214

Total  17,877 31,454 17,374 30,694

Allocated by function:

Production costs  545 1,314 545 1,314

Research and development costs  9,788 17,039 9,285 16,278

Administrative expenses  7,544 13,101 7,544 13,102

Discontinued operations  - - - -

Total  17,877 31,454 17,374 30,694

Remuneration to the Board of Directors *)  2,276 2,178 2,276 1,893

Remuneration to the Executive Management **),***)  2,827 8,320 2,827 8,320

Average number of employees  13 23 12 22

For share-based payments, please see Note 17.

*) Of this, share-based payments to the Board of Directors in 2013 equalled DKK 383,000 and DKK 285,000 in 2012.
**) Of this, share-based payments to the Executive Management equalled DKK 342,000 in 2013 and DKK -1,194,000 in 2012.
***) The figure for 2012 includes compensation and severance payments to the former CEO and CMO of DKK 6,050,000.

Notes
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7. Financial income
 Group Parent

DKK ‘000  2013 2012 2013 2012

Interest from subsidiaries  -  -  8,012 3,193

Exchange rate adjustment of payables and receivables  
in foreign currencies  520 3,583 520 3,581

Financial income from securities and bank deposits  45 35 44 33

Other financial income  - 55  - 55

Total financial income  565 3,673 8,576 6,862

8. Financial expenses

Exchange rate adjustment of payables and receivables  
in foreign currencies  968 3,026 3,205 2,940

Amortization of debt concerning milestone payments  1,642 1,793 1,642 1,793

Other financial expenses  - 3 - 3

Total financial expences  2,610 4,822 4,847 4,736

Notes
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9. Tax on loss for the year
 Group Parent

DKK ‘000  2013 2012 2013 2012

Current tax  1,225  1,243 1,250  1,250

Adjustment of deferred tax  -  -  -  -

Tax on loss for the year  1,225  1,243 1,250  1,250

Deferred tax asset, net  253,106 261,070 118,562 130,607

Deductible temporary differences are attributable to the following terms:

Intangible assets  (197,037)  (168,137) (174,722)  (145,822)

Property, plant, and equipment  34,158  32,297 24,296 22,435 

Other temporary differences  (4,258)  (4,258) (4,258)  (4,258)

Tax losses carried forward  1,162,496  1,122,373 674,487  650,073 

Total  995,359 982,275 519,803 522,428

Tax asset, not recognized  253,106 261,070 118,562 130,607

It is believed that at December 31, 2013 there is not convincing evi-
dence that or when the tax asset can be utilized. It is therefore be-
lieved that capitalization does not meet the requirement for recogni-
tion of assets in accordance with the accounting policies applied.

Due to a reduction in the corporate tax rate in Denmark from 2014 
and onwards, the tax asset in the Parent company has been reduced 
accordingly.

Of the consolidated loss to be carried forward, DKK 1,162 million, 
(2012: DKK 1,122 million), DKK 221 million (2012: DKK 214 million) 
is subject to foreign local restrictions with respect to application 
(source-of-loss restriction).

Reconciliation of the changes for the year:

Loss for the period before tax  (36,193) (81,267) (36,218) (81,267)

Calculated tax  (9,001) (20,368) (9,054) (20,317)

Changes in tax losses carried forward, not recognized  16,175 29,505 12,248 23,400

Changes in tax assets, not recognized  (10,715) (12,829) (6,760) (6,782)

Other adjustments, not recognized  2,316 2,449 2,316 2,449

Total  (1,225) (1,243) (1,250) (1,250)

Tax rate  (3.4%) (1.5%) (3.5%) (1.5%)

Notes
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10. Discontinued operations

Topotarget had no discontinued operations in 2013.

On December 29, 2011, Topotarget concluded the agreement to divest the subsidiary Topotarget USA, Inc., which was responsible for the 
sale of Totect® in the US. The decision to divest the US activity was taken in 2011 so that the main focus of the Parent Company – bringing 
belinostat to the market – could be continued.

The divestment was complete with effect from December 29, 2011 after which the control of the activity was passed to the buyer Apricus 
Biosciences.

The sales price was agreed to USD 2.0 million of which Topotarget received common stock in Apricus Biosciences equal to one million seven 
hundred thousand dollars on December 29, 2011, and on December 29, 2012 (the one-year anniversary of the Closing Date), Topotarget 
received common stock in Apricus Biosciences equal to three hundred thousand dollars.

The result of the discontinued operations in 2012 relates to the final royalty income from Savene® and the closedown costs of Topotarget 
USA, Inc.

  Group

DKK ‘000    2013 2012

Operating income for the period until transfer of control    - 1,617

Profit on sale of net asset    - (1,518)

Result from discontinued operations    - 99

  
Operating income for the period until the transfer of control can be specified as:

Revenues    - 2,153

Production cost    - -

Gross profit    - 2,153

Sales and distribution costs    - -

Administration costs    - (536)

Profit from operations    - 1,617

Financial expenses/financial income    - -

Profit before tax    - 1,617

Tax for the period    - -

Result    - 1,617

Notes
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10. Discontinued operations – continued
  Group

DKK ‘000    2013 2012

The discontinued operations in the financial year impacted the cash flow statement as :

Cash flow from operating activities    -  1,617

Cash flow from investing activities    -  -

Cash flow from financing activities    -  -

Sales of the discontinued operations are as follows:

Book value of net assets    - (9,768)

    - (9,768)

Net proceeds on sale less sales costs    - 8,250

Loss on sale    - (1,518)

11. Basic and diluted EPS in DKK

Basic EPS
Basic EPS is calculated as the net result of the period’s continued activities and as the net result of the period’s continued and discontin-
ued activities, attributed to the ordinary shares of the company divided by the weighted average number of ordinary shares.

Diluted EPS
Diluted EPS is calculated as the net result of the period’s continued activities and as the net result of the period’s continued and 
discontinued activities, attributed to the ordinary shares of the company divided by the weighted average number of ordinary shares 
adjusted for assumed dilution effect of issued equity instruments such as convertible debts and issued outstanding warrants which can 
be converted into ordinary shares. 

As the result is a net loss, no adjustment for dilution effects has been made since these are anti-diluting.

Basic EPS are as follows:

  Group

DKK ‘000    2013 2012

Loss for the year attributable to equity holder of the Parent    (34,968) (80,116)

Weighted average number of ordinary outstanding shares    140,916,162 132,652,050

Basic EPS from continued operations    (0.25) (0.60)

Loss for the year attributable to equity holder of the Parent    (34,968) (80,017)

Weighted average number of ordinary outstanding shares    140,916,162 132,652,050

Basic EPS from continued and discontinued operations    (0.25) (0.60)

Notes
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12. Intangible assets
 Group Parent

DKK ‘000  2013 2012 2013 2012

Acquired research and development projects still in progress:

Costs at January 1  533,143 533,791 213,379 214,027

Adjustment of acquisition value  (620) (648) (620) (648)

Disposals  (130,800) - (11,275) -

Costs at December 31  401,723 533,143 201,484 213,379

Amortization at January 1  (304,241) (304,241) (11,275) (11,275)

Amortization regarding disposals for the year  130,800 - 11,275 -

Amortization at December 31  (173,441) (304,241) - (11,275)

Carrying amount at December 31  228,282 228,902 201,484 202,104

Acquired research and development projects available for use:

Costs at January 1  - 76 - 76

Disposals  - (76) - (76)

Costs at December 31  - - - -

Amortization at January 1  - - - -

Amortization  - - - -

Amortization regarding disposals for the year  - - - -

Amortization at December 31  - -  - -

Carrying amount at December 31  - - - -

Total acquired research and development projects  228,282 228,902 201,484 202,104

The weighted average residual term of licenses and rights  
(approx.number of years)  - - - -

Impairment test of acquired research and development projects
The value of acquired research and development projects recognized in the balance sheet as at December 31, 2013 is of the belinostat 
program acquired in conjunction with the acquisition of Topotarget UK in 2002 and in conjunction with the repurchase from the former 
American partner to obtain the full control of this program in April 2008.

In the period until a marketing approval has been obtained, the acquired research and development project is tested for impairment an-
nually. After marketing approval has been obtained, amortization of the asset will commence and an impairment test will hence only be 
performed when events or other circumstances indicate that the carrying amount may not be recoverable.

Included in the factors taken into account when testing for impairment are, among other things, expected market size and penetration 
thereof, the costs of development, manufacture, sales and marketing, and the risk that development will not prove successful, all of 
which have an effect on the value of the amount recognized. Moreover, cash in-flows in 2014 related to the expected milestone pay-
ments from Spectrum Pharmaceuticals have been evaluated. In Q1 2014, the first milestone payment of USD 10 million (approximately 
DKK 54 million) and 1 million Spectrum Pharmaceuticals shares, with a current value of approximately USD 8 million (approximately DKK 
44 million), was received. Upon an approval of the belinostat NDA, which is anticipated in H2 2014, Spectrum Pharmaceuticals is to pay 
Topotarget the second milestone of USD 25 million (approximately DKK 135 million).

There was no down-writing in 2013.

Notes

Topotarget  •  Annual report 2013  Notes 35

Topotarget  •  Annual report 2013  Notes 35

Statement of comprehensive income • Balance sheet • Cash flow statement • Statement of changes in equity • Notes

Management letter • Financial highlights • Vision, mission, and strategy • Pipeline update 

Other company information • Statements • Financial statements



13. Property, plant, and equipment
 Group Parent

DKK ‘000  2013 2012 2013 2012

Other fixtures and fittings, tools and equipment

Costs at January 1  17,427 17,930 25,647 26,150

Additions  - 344 - 344

Disposals  (261) (847) (260) (847)

Costs at December 31  17,166 17,427 25,387 25,647

Depreciation at January 1  (14,772) (12,968) (22,993) (21,189)

Depreciation  (1,861) (2,646) (1,861) (2,646)

Depreciation regarding disposals for the year  251 842 251 842

Depreciation at December 31  (16,382) (14,772) (24,603) (22,993)

Carrying amount at December 31  784 2,655 784 2,654

14. Non-current investments

Investments in subsidiaries

Costs at January 1    472,716 472,120

Adjustment of acquisition value    -  -

Addition through capital increase in subsidiaries    448 596

Costs at December 31    473,164 472,716

Net adjustments at January 1    (445,143) (440,986)

Income/(loss) after tax from investments in subsidiaries    (7,815) (9,083)

Negative equity transferred to set off against receivables from subsidiaries   5,441 4,370

Negative equity transferred to provisions related to subsidiaries    - 556

Net adjustments at December 31    (447,517) (445,143)

Value at December 31    25,647 27,573

Notes
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14. Non-current investments – continued
   Ownership 
   interest Parent

DKK ‘000    2013 2012

Investments in subsidiaries comprise:

Name

Topotarget UK Limited, England   100% 25,595 27,527

Topotarget Germany AG, Germany   100% 52 46

Topotarget Switzerland S.A., Switzerland   100% (165,426) (159,985)

Total equity    (139,779) (132,412)

Negative equity transferred to set off against receivables  
from subsidiaries/debt to subsidiaries    165,426 159,985

Value at December 31    25,647 27,573

Receivables from subsidiaries

Costs at January 1    225,203 222,449

Additions    9,810 2,754

Disposals    - -

Costs at December 31    235,013 225,203

Net adjustments at January 1    (225,148) (222,429)

Negative equity transferred to set off against receivables from subsidiaries   (5,441) (4,370)

Exchange adjustments etc.    (2,818) 1,651

Net adjustments at December 31    (233,407) (225,148)

Value at December 31    1,606 55

Notes
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15. Trade receivables
 Group Parent

DKK ‘000  2013 2012 2013 2012

Trade receivables  784 1,239 643 1,239

Total  784 1,239 643 1,239

The table below shows the due dates of trade receivables:

Undue  270 986 129 986

Falling due within 90 days  257 178 257 178

More than 90 days overdue  257 75 257 75

Total  784 1,239 643 1,239

The average credit period for trade receivables is 145 days (2012: 117 days). The company is entitled to charge an interest of 5% per 
annum after the due date, which is 30 days from the invoice date. Provisions are made for losses based on any uncertainties at any 
given time. Management performs analyses on the basis of the customer’s expected ability to pay, historical information about payment 
patterns, doubtful debtors, customer concentrations, customer credit worthiness, and economic conditions in the company’s sales 
channels.

16. Share capital

The share capital consists of 143,317,114 ordinary shares of DKK 1 each.

Each share carries one vote. The shares are fully paid.

Changes in share capital from 2009 to 2013:

    Date Total DKK

Share capital    01.01.2009 66,304,510

Share issue through rights issue    02.07.2009 66,304,510

Share issue through warrant exercise    12.04.2010 43,030

Issuance of shares    26.03.2013 10,642,564

Share issue through warrant exercise    10.04.2013 22,500

Share capital December 31, 2013     143,317,114

Notes
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17. Warrants

For the purpose of motivating and retaining employees and other associated persons, the company has established warrant programs 
for members of the Board of Directors and employees/consultants as well as the company’s advisors. The scheme is equity settled.

The table below shows the extent of the individual programs that are active in the financial year or the comparative year.

    Subscription period Estimated Number Out- 
  Number of  – two weeks after the release fair exercised standing Exercise 
 Time of issue warrants*** Time of grant of interim and annual reports value or expired warrants price

DKK ‘000

Program 1* 2001 1,652,320 Mar 26, 2003 Aug 2004-2012 and Mar 2013 N/A 1,652,320 - 6.05 
   or later

Program 2* 2003 1,226,976 Mar 26, 2003 Aug 2004-2012 and Mar 2013 N/A 1,226,976 - 12.22 
   or later

Program 3** Mar 2005 622,501 Mar 11, 2005 Aug and Nov 2006, 5,879 622,501 - N/A 
    Mar, May, Aug and Nov 2007-2012 and Mar 2013

Program 4* Sep 2005 793,364 Sep 16, 2005 Mar and Aug 2007-2012 and Mar 2013 7,281 793,364 - 17.53

Program 4* Sep 2005 688,474 Sep 16, 2005 Mar and Aug 2008-2012 and Mar 2014 6,318 153,703 534,771 17.53

Program 5* Oct 2006 299,486 Oct 4, 2006 Mar and Aug 2008-2013 and Mar 2014 3,707 61,636 237,850 23.80

Program 5* Oct 2006 299,486 Oct 04, 2006 Mar and Aug 2009-2013 and Mar 2014 3,707 61,636 237,850 23.80

Program 5* Oct 2006 598,972 Oct 04, 2006 Mar and Aug 2010-2013 and Mar 2014 7,414 130,832 468,140 23.80

Program 5* Sep 2007 388,988 Sep 27, 2007 Mar and Aug 2009-2014 and Mar 2015 4,098 104,666 284,322 17.42

Program 5* Sep 2007 388,988 Sep 27, 2007 Mar and Aug 2010-2014 and Mar 2015 4,098 108,796 280,192 17.42

Program 5* Sep 2007 777,974 Sep 27, 2007 Mar and Aug 2011-2014 and Mar 2015 8,196 217,576 560,398 17.42

Program 5* Jan 2009 438,041 Jan 30, 2009 Mar and Aug 2010-2015 and Mar 2015 1,028 157,498 280,543 3.20

Program 5* Jan 2009 438,041 Jan 30, 2009 Mar and Aug 2011-2015 and Mar 2015 1,028 116,192 321,849 3.20

Program 5 Jan 2009 876,083 Jan 30, 2009 Mar and Aug 2012-2015 and Mar 2015 2,056 232,360 643,723 3.20

Program 5 Mar 2010 35,688 Mar 26, 2010 Mar and Aug 2011-2017 and Mar 2018 148 35,688 - 5.26

Program 5 Mar 2010 35,688 Mar 26, 2010 Mar and Aug 2012-2017 and Mar 2018 148 35,688 - 5.26

Program 5 Mar 2010 71,374 Mar 26, 2010 Mar and Aug 2013-2017 and Mar 2018 295 71,374 - 5.26

Program 5 Jul 2010 398,062 Jul 9, 2010 Aug 2011, Mar and Aug 2012-2017 and Mar 2018 1,063 218,062 180,000 3.40

Program 5 Jul 2010 398,062 Jul 9, 2010 Aug 2012, Mar and Aug 2013-2017 and Mar 2018 1,063 218,062 180,000 3.40

Program 5 Jul 2010 796,125 Jul 9, 2010 Aug 2013, Mar and Aug 2014-2017 and Mar 2018 2,126 436,125 360,000 3.40

Program 5 Dec 2010 63,750 Dec 30, 2010 Mar and Aug 2012-2017 and Mar 2018 154 63,750 - 3.20

Program 5 Dec 2010 63,750 Dec 30, 2010 Mar and Aug 2013-2017 and Mar 2018 154 63,750 - 3.20

Program 5 Dec 2010 127,500 Dec 30, 2010 Mar and Aug 2014-2017 and Mar 2018 307 127,500 - 3.20

Program 5 Feb 2011 22,500 Feb 8, 2011 Mar and Aug 2012-2018 55 - 22,500 3.31

Program 5 Feb 2011 22,500 Feb 8, 2011 Mar and Aug 2013-2018 55 - 22,500 3.31

Program 5 Feb 2011 45,000 Feb 8, 2011 Mar and Aug 2014-2018 110 2,500 42,500 3.31

Program 5 Jul 2011 397,500 Jul 1, 2011 Aug 2012, Mar and Aug 2013-2018, and Mar 2019 609 251,875 145,625 2.02

Program 5 Jul 2011 397,500 Jul 1, 2011 Aug 2013, Mar and Aug 2014-2018, and Mar 2019 609 251,875 145,625 2.02

Program 5 Jul 2011 795,000 Jul 1, 2011 Aug 2014, Mar and Aug 2015-2018, and Mar 2019 1,218 507,500 287,500 2.02

Program 5 Oct 2011 12,500 Oct 27, 2011 Mar and Aug 2013-2018 and Mar 2019 16 - 12,500 1.90

Program 5 Oct 2011 12,500 Oct 27, 2011 Mar and Aug 2014-2018 and Mar 2019 16 - 12,500 1.90

Program 5 Oct 2011 25,000 Oct 27, 2011 Mar and Aug 2015-2018 and Mar 2019 33 - 25,000 1.90

Program 5 May 2012 256,250 May 1, 2012 Aug 2013, Mar and Aug 2014-2019, and Mar 2020 487 112,500 143,750 2.75

Program 5 May 2012 256,250 May 1, 2012 Aug 2014, Mar and Aug 2015-2019, and Mar 2020 487 117,500 138,750 2.75

Program 5 May 2012 512,500 May 1, 2012 Aug 2015, Mar and Aug 2016-2019, and Mar 2020 974 235,000 277,500 2.75

Program 5 Apr 2013 198,750 Apr 11, 2013 Aug 2014, Mar and Aug 2015-2020, and Mar 2021 548 15,000 183,750 2.93

Program 5 Apr 2013 198,750 Apr 11, 2013 Aug 2015, Mar and Aug 2016-2020, and Mar 2021 548 15,000 183,750 2.93

Program 5 Apr 2013 397,500 Apr 11, 2013 Aug 2016, Mar and Aug 2017-2020, and Mar 2021 1,097 30,000 367,500 2.93

Programs total 15,029,693   67,130 8,448,805 6,580,888

*) The recepients have earned the full and final rights.
**) Issued in relation to an acquisition. The recepients have earned the full and final rights.
***) After conversion in relation to a pre-emption rights issue on July 2, 2009.
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17. Warrants – contintued

Under the programs, each warrant entitles the holder to subscribe for one share against a cash payment of the exercise price, as illustrated 
in the table on page 39. The warrant program is conditioned by the warrant holder being employed with or acting as a consultant to 
the company or being a member of the company’s Board of Directors. After 12 months, 25% of the allocated warrants vest, after  
24 months another 25% of the allocated warrants vest, and finally after 36 months the last 50% of the allocated warrants vest. If an 
employee/consultant/board member resigns, the person in question is obliged to exercise the vested warrants in the first-coming exercise 
period after the date of resignation.

In the event that a decision is made to liquidate the company, to merge or demerge the company, or to reduce the share capital 
through a subsequent disbursement, the warrant owners are entitled to exercise their warrants within 14 days.

The estimated values of warrants issued in 2013, 2012, 2011, 2010, 2009, 2007, 2006, and 2005 are calculated by using the Black & 
Scholes model. The value is expensed in the income statement during the period in which the warrants are vested.

The following assumptions provide the basis for the estimated fair values:
      
    Granted Granted  
    April 11, 2013 May 2, 2012

Exercise price (DKK per share)    2.93 2.75

Grant date’s market price (DKK per share)    2.76 1.90

Expected volatility (%)    142 70

Risk-free interest rate (%)    0.7 1.25

Expected dividend payout ratio (%)    - -

Period until expiry (number of years)    7 7

Market value at grant date (DKK ‘000)    2,194 1,948

The expected volatility was calculated based on historic volatility of the share price of the Parent Company’s shares during the period 
from the IPO in June 2005.

Period until expiry is calculated on the basis of the most recent potential exercise of the warrant adjusted for expected termination of 
employment and other causes of non-exercise of the warrants.
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17. Warrants – contintued
   Weighted  Weighted 
   average  average 
  Number of exercised Number of excercised 
  warrants prices warrants prices

  2013 2013 2012 2012

Out standing warrants at January 1  8,487,315 9.96 9,300,575 9.4

Granted in the financial year  795,000 2.93 1,025,000 2.8

Exercised in the financial year  (22,500) 2.02  - -

Expired in the financial year  (2,678,927) 8.86  (1,838,260) 3

Outstanding warrants at December 31  6,580,888 9.59 8,487,315 9.97

Hereof outstanding vested warrants at December 31  5,074,638 11.63 6,441,690 12.27

The weighted average of the remaining contractual maturity was three years at December 31, 2013 and three years at December 31, 2012.

The number of warrants exercised in 2013 was 22,500. No warrants were exercised in 2012.

The following values were recognized for the programs:

 Group Parent

DKK ‘000  2013 2012 2013 2012

Recognized share-based payment, equity schemes  1,319 535 1,319 535

  1,319 535 1,319 535 
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18. Financial instruments

Capital risk management
It is the Group’s policy to minimize financial risks. The company does not use hedging transactions. Management carefully assesses and 
monitors the company’s currency and interest rate exposure. The Group manages its capital with a view to, at all times, ensuring that 
all Group entities can meet their payment obligations and give investors the best possible return on their investment through the best 
possible ratio of debt to equity. The Group’s overall strategy is primarily focused on belinostat. The Group’s capital structure is com-
posed of debt, as appears from the liabilities stated in the balance sheet, with the exception of deferred tax, cash and cash equivalents, 
and securities and equity, comprising both share capital, reserves, and retained losses. The carrying amount of financial assets and 
financial liabilities equals the fair value of such assets and liabilities.

Cash and cash equivalents
The company is a development-stage company generating income in 2013 from the sale of goods and from milestone payments.  
The company has a net cash outflow. The Group’s management regularly reviews the company’s capital structure and, in this respect, 
takes into account both the price of capital and the risk related to the capital. The company has cash and cash equivalents to fund  
the day-to-day cash requirements of the business. Cash and cash equivalents amounted to DKK 31.5 million at December 31, 2013  
(2012: DKK 41.5 million). With regard to deposits, the company’s bank has a credit rating of Baa1 according to Moody’s.

Significant accounting policies
Note 2 to the financial statements sets out the significant accounting policies and the methods applied, including policies on recognition 
and measurement.

Financial instrument categories
The carrying amount of each financial asset and liability is recognized in the balance sheet. The company’s financial assets include 
receivables, while its financial liabilities include current and non-current liabilities exclusive of deferred tax.

Financial risk management areas
The company monitors and reports on financial risk areas, including movements in exchange rates, interest rates, and liquidity.  
The company does not use financial hedging instruments. No changes were made to the Group’s risk exposure or to the way in  
which risks are monitored compared to 2012.

Risk management – interest rates
The company is exposed to interest rate risk on marketable securities and cash on the asset side and to lease obligations and short-
term loans on the liabilities side. 

In its management reporting, the company quantifies the interest rate risk by calculating a change in financial results before tax and 
equity in case of a 50 basis point change in interest rates. Such a change is considered to be within a likely range. The company’s  
interest rate exposure at December 31 is stated below:

 Group Parent

DKK ‘000  2013 2012 2013 2012

Cash – demand deposit  31,483 41,460 30,697 39,795

Average interest  0.02% 0.03% 0.02% 0.03%

Total cash  31,483 41,460 30,697 39,795

Inter-company balances  - - 159,483 155,174

Average interest  - - 5.00% 5.00%

In case of a 50 basis point change in nominal interest rates,  
results before tax, and equity would be impacted by  16 6 15 6

Intercompany balances are written down to nil. The interest exposure is believed to be insignificant compared to the Group’s overall 
operations.
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18. Financial instruments – continued

Risk management – exchange rates
It is company policy to monitor exchange rate developments and, to the extent possible, to even out income and expenses in the same 
currency in order to reduce the overall exposure.

The company is primarily exposed to exchange rate fluctuations with respect to two areas. One of these areas represents the strategic 
investment in subsidiaries, while the other area relates to the company’s on-going short-term activities.

 Group Parent

DKK ‘000  2013 2012 2013 2012

The company’s exposure in foreign currencies  
at December 31 are stated below:

Currency Payment/expiry

Receivables:

GBP 0-12 months 1,230 33 1,230 33

USD 0-12 months 1,513 2,440 1,513 2,440

EUR 0-12 months 29 136 23 126

CHF 0-12 months 494 182 353 178

Total receivables  3,266 2,791 3,119 2,777

Payables:

GBP 0-12 months 195 271 1 73

USD 0-12 months 16,676 11,396 16,676 11,396

USD More than 12 months - 3,212 - 3,212

EUR 0-12 months 369 1,836 222 1,428

SEK 0-12 months 25 143 25 143

CHF 0-12 months 237 1,139 - 528

Total payables  17,502 17,997 16,924 16,780
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18. Financial instruments – continued

GBP, USD, EUR, and CHF are the currencies that have the greatest impact on results and equity and, accordingly, these are the currencies 
reported on in-house reports to the management. Management believes that the most likely fluctuations in these currencies are 
restricted to a 10% range. A 10% change upwards or downwards in the exchange rate at December 31 will have the following 
numerical impact on results and equity figures:

 Group Parent

DKK ‘000  2013 2012 2013 2012

GBP  213 389 22 63

USD  526 1,196 526 1,196

EUR  404 915 346 595

SEK  61 50 61 50

CHF  820 360 3 11

The exchange rate exposure is believed to be insignificant compared to the Group’s overall operations.

Credit risk management
The company no longer has sales activities and therefore finds that there is no material credit risk.

Liquidity risk management
The Board of Directors is ultimately responsible for the company’s risk management. The Board of Directors has defined appropriate 
limits for how the company may procure adequate liquidity in the long term and in the short term to cover its on-going activities. 

The company regularly monitors the liquidity requirements through renewed calculation of expected cash flow based on the cash flow 
realized.

In relation to going concern, specifically for the financial year 2013, please refer to Note 2 “Significant accounting assumptions and 
estimates”.

All receivables and payables recognized in the balance sheet fall due within 12 months in relation to belinostat.

Other obligations falling due after 12 months are listed in Notes 19 and 20.

19. Other financial liabilities
Included in the current and non-current liabilities is the potential milestone payment of USD 3.0 million to Celldex Therapeutics  
(former CuraGen) (2012: USD 3.0 million) in relation to the purchase of the full belinostat rights in April 2008. These are measured  
at present value. 

The potential milestone payment of USD 3.0 million to Celldex Therapeutics (former CuraGen) is classified as respectively short-term 
and long-term liability.

20. Other financial assets and other financial liabilities
The carrying amount of receivables and other current liabilities are measured at amortized cost.

Notes
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21. Other commitments
 Group Parent

DKK ‘000  2013 2012 2013 2012

A rent agreement has been concluded with notice of termination of  
six months equivalent to  983 1,127 944 1,102

Other lease contracts  - - - -

Lease commitment, operational lease  360 64 360 64

Total  1,343 1,191 1,304 1,166

Other obligations are due as follows:

Up to one year  1,116 1,191 1,077 1,166

One to five years  227 - 227 -

Total  1,343 1,191 1,304 1,166

The Parent has an obligation to finance Topotarget Switzerland S.A.’s activities for a period of 12 months from the balance sheet date.

An agreement has been made with an investment bank and certain members of management regarding remuneration upon a potential 
successful sale of the majority of the company shares. The remuneration of management is mentioned in Note 22. 
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22. Related parties

Related parties include the following:

Group and Parent:

Shareholders
HealthCap funds (Odlander Fredrikson & Co AB), cf. Note 23
2013: No transactions
2012: No transactions

Board of Directors and Executive Management
2013: Remuneration and salaries, cf. Note 6
2013: Shares and warrants, see section on the Board of Directors on page 12
2012: Remuneration and salaries, cf. Note 6
2012: Shares and warrants, see section on the Board of Directors on page 12

Orfacare Consulting, a company related to the Chairman of the Board, provides consultation regarding strategic M&A initiatives involv-
ing the Company’s shares. Both Orfacare and Topotarget’s CEO are entitled to receive compensation upon the completion of a suc-
cessful M&A transaction whereby at least 50% of the Company’s shares is acquired including as well a merger involving the Company. 
The compensation for each party is calculated on a percentage of the value increase for the shareholders in case of a successful M&A 
transaction and it is capped at DKK 15 million each.

Other related parties
2013: Related parties to the Board of Directors and the Executive Management have received remuneration of TDKK 435 and warrants 
of TDKK 0; KW Biotech Consulting LLC, a company related to the independent board member Karsten Witt, has provided scientific 
advice. The company is entitled to receive compensation per hour.
2012: Related parties to the Board of Directors and the Executive Management have received remuneration of TDKK 175 and warrants 
of TDKK 0.

For the Parent Company:

The subsidiary Topotarget UK Limited
2013: Intra-Group balance of TDKK 1,230 and interest on the intra-Group balance of TDKK 14
2012: Intra-Group balance of TDKK 33 and interest on the intra-Group balance of TDKK 4

The subsidiary Topotarget Germany AG
2013: Intra-Group balance of TDKK 23 and interest on the intra-Group balance of TDKK 1
2012: Intra-Group balance of TDKK 22 and interest on the intra-Group balance of TDKK 1

The subsidiary Topotarget Switzerland S.A.
2013: Intra-Group balance of TDKK 165,779 and interest on the intra-Group balance of TDKK 7,996
2012: Intra-Group balance of TDKK 159,428 and interest on the intra-Group balance of TDKK 3,196

Movements in intercompany balances all consist of transfer of cash to finance activities in subsidiaries.
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23. Ownership

As per March 27, 2014 the following shareholder holds more than 5% of the company’s share capital:

•  HealthCap funds (Odlander Fredrikson & Co AB), Strandvägen 5B, SE-114-54 Stockholm: 10.0%

24. Working capital changes
 Group Parent

DKK ‘000  2013 2012 2013 2012

Changes in current assets  1,209 7,040 1,413 7,019

Changes in current liabilities  (6,496) (13,080) (5,639) (11,385)

Total  (5,287) (6,040) (4,226) (4,366)

25. Non-cash transactions

The company had no non-cash transactions in 2013 and 2012.

26. Proceeds from capital increases

In 2013, proceeds from capital increase amounted to TDKK 25,494. There were no transactions in 2012.

27. Fees to auditors appointed at the annual general meeting
 Group Parent

DKK ‘000  2013 2012 2013 2012

Statutory audit services  341 402 250 340

Other assurence engagements  156 20 45 20

Tax services  12  - 41  -

Other services  150 707 232 974

Total  659 1,129 568 1,334

28. Approval of annual report for publication

On the Board of Directors’ meeting on March 27, 2014, the Board of Directors approved the present annual report for publication.  
The annual report will be presented to the Topotarget’s shareholders for approval at the annual general meeting on April 24, 2014.
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29. Accounting policies

The consolidated financial statements are 
presented in accordance with International 
Financial Reporting Standards (IFRS) as 
adopted by the EU, and the Parent financial 
statements are presented in accordance 
with the Danish Financial Statements Act. 
Further, the annual report is prepared in ac-
cordance with additional Danish disclosure 
requirements for listed companies. 

In addition to the description in Notes 1 
and 2, the accounting policies are as de-
scribed in the following.

Consolidated financial statements
The consolidated financial statements 
comprise the Parent Company and Group 
enterprises in which the Parent Company 
is entitled to determine finance and oper-
ating policies, which normally applies for 
ownership interests of more than half of 
the voting rights.

Basis of consolidation
The consolidated financial statements 
are prepared on the basis of the financial 
statements of the Parent Company and 
its subsidiaries. The consolidated financial 
statements are prepared by adding items of 
a uniform nature. On consolidation, intra-
Group income and expenses, intra-Group 
accounts, dividends as well as gains, and 
losses on transactions between the consoli-
dated enterprises are eliminated.

The financial statements used for consoli-
dation are prepared in accordance with the 
Group’s accounting policies. Acquisitions 
of subsidiaries are accounted for using the 
purchase method. Costs related to an ac-
quisition are measured at the fair value of 
remuneration in the form of assets, the eq-
uity instruments granted, and the liability 
incurred at the date of acquisition with the 
addition of costs directly connected to the 
takeover. From January 1, 2010, costs are 
recognized in the income statement.

Acquired identifiable assets, liabilities, and 
contingent liabilities in a business combina-
tion are measured on initial recognition at 
fair value at the acquisition date. Identifi-

able intangible assets are recognized if they 
can be separated or arise from a contrac-
tual right and the fair value can be reliably 
measured. Positive differences between 
cost and fair value of the Group’s share of 
the identifiable net assets are recognized as 
goodwill.

Newly acquired subsidiaries are consolidat-
ed at the time when the controlling influ-
ence is established in the Group.

Recognition and measurement
The items included in the financial state-
ments of each entity of the Group are 
measured by using the currency that best 
reflects the economic substance of the 
underlying events and conditions applica-
ble for the entity in question. The financial 
statements are presented in Danish Kroner 
(DKK), the Parent Company’s and the sub-
sidiaries’ functional currency.

On initial recognition, assets and liabilities 
are measured at cost. Revenue and costs, 
assets and liabilities are subsequently 
measured as described below.

The preparation of financial statements as-
sumes the use of certain critical accounting 
estimates. It also requires management to 
exercise its judgment in the process of ap-
plying the Group’s accounting policies.

Assets are recognized in the balance sheet 
when it is probable that future economic 
benefits will flow to the Group and the 
value of the asset can be measured reliably. 

Liabilities are recognized in the balance 
sheet when the Group has a legal or con-
structive obligation as a result of a prior 
event, and it is probable that future eco-
nomic benefits will flow out of the Group, 
and the value of the liabilities can be meas-
ured reliably.

Recognition and measurement take into 
consideration anticipated gains, losses, and 
risks that arise before the time of adoption 
of the annual report and that confirm or 

invalidate matters and conditions existing 
at the balance sheet date.

Income is recognized in the income state-
ment as and when earned, whereas ex-
penses are recognized as incurred. Value 
adjustments of financial assets and liabili-
ties are recognized in the income statement 
as financial income or financial expenses.

Foreign currency translation
On initial recognition, transactions denomi-
nated in foreign currency are translated at 
the exchange rate ruling on the transac-
tion date. Receivables, payables, and other 
monetary items denominated in foreign 
currencies that have not been settled on 
the balance sheet date are translated at 
the exchange rates ruling at the balance 
sheet date. Exchange differences between 
the exchange rate at the date of the trans-
action and the exchange rate at the date 
of payment or the balance sheet date, 
respectively, are recognized in the income 
statement as financial income or financial 
expenses.

On recognition in the consolidated finan-
cial statements of foreign subsidiaries in 
which Danish kroner (DKK) is the func-
tional currency but which present their 
financial statements in another currency, 
monetary assets, and monetary liabilities 
are translated at the exchange rate at the 
balance sheet date. Non-monetary assets 
and liabilities measured based on histori-
cal cost are translated at the exchange rate 
at the transaction date. Non-monetary as-
sets and liabilities measured at fair value 
are translated at the exchange rates at the 
most recent date of fair value adjustment.

Income statement items are translated at 
average monthly exchange rates, except 
for items derived from non-monetary as-
sets and liabilities which are translated at 
historical rates for the non-monetary assets 
and liabilities.
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Income statement

Revenue
The revenue is comprised of milestone pay-
ments and other income from research 
and development agreements. Revenue is 
recognized when it is probable that future 
economic benefits will flow to the company 
and such economic benefits can be meas-
ured reliably. Income from agreements with 
multiple components and where the indi-
vidual components cannot be separated is 
recognized over the period of the agree-
ment. In addition, recognition requires that 
all significant risks and rewards of owner-
ship of the goods and services included in 
the transaction have been transferred to 
the buyer. If all risks and benefits have not 
been transferred, the revenue is recognized 
as deferred income until all components in 
the transaction have been completed.

Production costs
Production costs comprise costs incurred 
to generate the revenue. Production costs 
are comprised of salaries, contributions 
to pension schemes, costs of share-based 
payments, and other costs including de-
preciation, impairment write-down, and 
amortization attributable to the Group’s 
production activities.

Research and development costs
Research costs comprise salaries, contribu-
tions to pension schemes, costs of share-
based payments, and other costs, including 
patent costs, as well as depreciation and 
amortization attributable to the Group’s re-
search activities. Research costs are recog-
nized in the income statement as incurred. 

Development costs comprise salaries, con-
tributions to pension schemes, costs of 
share-based payments, and other costs, 
including depreciation and amortization 
attributable to the Group’s development 
activities. Capitalization assumes that the 
development of the technology or the 
product in the Group’s opinion has been 
completed, that all necessary public regis-
tration and marketing approvals have been 
obtained, and that costs can be reliably 
measured. Furthermore, it has to be estab-
lished that the technology or the product 

can be commercialized and that the future 
income from the product can cover, not 
only production costs, sales, and distribu-
tion costs and administrative expenses, but 
also development costs.

Development costs are recognized in the 
income statement as incurred if the condi-
tions for capitalization of the development 
costs are deemed not to be met. Research 
and development costs also comprise any 
impairment write-down on acquired re-
search and development projects made be-
fore the time when the project is available 
for use.

Sales and distribution costs
Sales and distribution costs comprise costs 
incurred for the distribution of goods sold 
and for sales campaigns, including salaries, 
contributions to pension schemes for sales 
and distribution staff, office expenses, and 
depreciation, and other indirect costs.

Administrative expenses
Administrative expenses comprise salaries, 
contributions to pension schemes to the 
management and administrative functions, 
office supplies as well as depreciation and 
amortization, and other indirect costs.

Financial income and expenses
These items comprise interest income and 
expenses, interest on capitalized milestone 
payments, realized gains and losses on 
marketable securities, and realized and un-
realized gains and losses on payables and 
transactions in foreign currencies.

Income taxes
Tax for the year, consisting of the year’s 
current tax and movements in deferred tax, 
is recognized in the income statement as 
regards the amount that can be attributed 
to the profit/(loss) for the year and posted 
directly in equity as regards the amount 
that can be attributed to movements taken 
directly to equity. Current tax payable or re-
ceivable is recognized in the balance sheet 
as calculated tax on the taxable income for 
the year adjusted for prepaid tax.

The deferred tax charge is recognized and 
measured using the balance sheet liability 

method on all temporary differences be-
tween the carrying amount and the tax 
values of assets and liabilities. The tax value 
of the assets is calculated based on the 
planned use of each asset.

Deferred tax is measured based on the tax 
rules and rates in the respective countries 
that will apply under the legislation in force 
on the balance sheet date when the de-
ferred tax asset is expected to crystallize as 
current tax. Changes in deferred tax result-
ing from changes in tax rates are recog-
nized in the income statement.

Deferred tax assets, including the tax value 
of tax loss carry-forwards, are recognized 
at the value at which they are expected to 
be realized, either through a set-off against 
deferred tax liabilities or as net assets.

Deferred tax assets and liabilities are not 
recognized if the temporary difference 
arises on initial recognition (in cases other 
than in connection with a business combi-
nation) of other assets and liabilities in a 
transaction not affecting the results for tax 
or accounting purposes.

Provision is made for tax on temporary 
differences arising on investments in sub-
sidiaries, unless the Group can control the 
timing of the reversal of the temporary dif-
ference and it is probable that the tempo-
rary difference will not be reversed in the 
foreseeable future.

Discontinued operations
Discontinued operations are business areas 
that have been sold. Subsidiaries, which 
alone are for resale, are considered to be a 
discontinued operation. 

The results of discontinued operations are 
presented in the income statement as a 
separate note (Note 10), which consists of 
operating profit after tax with respect to 
that activity and any gains or losses from 
fair value adjustment or sale of assets and 
liabilities associated with the activity.

Non-current assets and groups of assets 
held for sale are presented separately in the 
balance sheet as current assets. Liabilities 
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directly associated with those assets are 
presented as current liabilities in the bal-
ance.

Non-current assets held for sale are not 
amortized, but are written down to fair 
value less costs to sell if this value is lower 
than the carrying value.

Segment reporting
In 2013, the company only has one seg-
ment of activity: Research and develop-
ment. As only one segment is operated, 
there is no need for a separate note on 
segment reporting.

The reason for the company only having 
one segment of activity in 2013 is due to the 
discontinued operations (that of Totect®/ 
Savene®) at the end of 2011.

The Group does not allocate assets and li-
abilities to the segments.

Share-based payment
All warrants granted after January 1, 2005 
are equity instruments that are measured 
at fair value at the date of grant. Where 
warrants are included as part of an acquisi-
tion price of a subsidiary, the value of the 
equity instrument is recognized together 
with the remaining cost and the balanc-
ing item is taken directly to equity to the 
reserve for share-based payment. Where 
warrants are issued as incentive programs, 
the compensation cost is charged to the 
income statement over the period when 
the warrants vest. The expense is allocated 
to production costs, research and develop-
ment costs, sales and distribution costs, 
and administrative expenses, and the bal-
ancing item is taken directly to equity to 
the reserve for share-based payment.

The fair value is calculated using the Black 
& Scholes model, taking into considera-
tion the anticipated exercise of the war-
rants granted. On each balance sheet date, 
Topotarget estimates the anticipated num-
ber of warrants that will vest. Any change 
to the original estimates of number of 
warrants will result in a change of the ex-
pensed cost over the remaining vesting pe-
riod. Prior year changes are recognized in 

the income statement in the year in which 
the change is identified.

Balance sheet

Goodwill
Goodwill is the amount at which the cost 
of an enterprise taken over exceeds the fair 
value of the Group’s share of the net assets 
acquired at the time of the takeover.

Goodwill is tested for impairment at every 
balance sheet date. In the event of an im-
pairment loss, the carrying amount of the 
goodwill is written down to the recover-
able amount. Write-downs are recognized 
in the income statement.

Acquired research and 
development projects
Costs of acquiring research and develop-
ment projects are measured at cost price 
and recognized as intangible assets. The 
assets are amortized over their expected 
economic lives from the time when the 
project is ready for use (marketing approv-
als have been obtained). In the period until 
a marketing approval has been obtained, 
the acquired research and development 
project is tested for impairment annually. 
After marketing approval has been ob-
tained, an impairment test is performed 
when events or other circumstances indi-
cate that the carrying amount may not be 
recoverable.

Property, plant, and equipment
Other fixtures and fittings, tools and equip-
ment as well as assets held under finance 
leases are measured at costs less accumu-
lated depreciation and impairment losses.

Cost comprises the acquisition price, costs 
directly attributable to the acquisition, and 
preparation costs of the asset until the time 
it is ready to be put into operation. 

The basis for depreciation is cost less es-
timated residual value after the end of 
useful life. The expected residual value is 
re-assessed every year. The assets are de-
preciated on a straight-line basis over their 
useful lives, which are four to ten years.

Impairment of non-current assets
In the period until a marketing approval 
has been obtained, the acquired research 
and development project is tested for im-
pairment annually. After marketing approv-
al has been obtained, an impairment test 
is performed when events or other circum-
stances indicate that the carrying amount 
may not be recoverable.

The carrying amount of other intangible 
assets, property, plant, and equipment as 
well as non-current asset investments is 
reviewed for impairment when events or 
changed conditions indicate that the carry-
ing amount may not be recoverable. Where 
such an indication exists, an impairment 
test is made. An impairment loss is recog-
nized in the amount by which the carrying 
amount exceeds the recoverable amount 
of the asset, which is the higher of the net 
present value and the net selling price. In 
order to assess the impairment, the assets 
are grouped on the least identifiable group 
of assets that generates cash flow (cash-
generating units). Impairment losses are 
recognized in the income statement under 
the same items as the associated deprecia-
tion or amortization.

Investments in subsidiaries  
(Parent Company)
Investments in subsidiaries are recognized 
and measured according to the equity 
method. This means that the investments 
are measured at the proportionate share of 
the companies’ equity value after addition 
or deduction of any unamortized positive 
or negative goodwill, respectively, and after 
deduction or addition of unrealized intra-
Group gains and losses.

The Parent Company’s share of the sub-
sidiaries’ profits or losses after tax and after 
elimination of unrealized intra-Group gains 
and losses and with the deduction or addi-
tion of amortization of positive, or nega-
tive, goodwill is recognized in the income 
statement.

Subsidiaries with a negative net asset value 
are recognized at DKK nil, and any receiv-
able amount from these companies is writ-
ten down to the extent it is deemed to be 
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irrecoverable. Where the negative net asset 
value exceeds the amount receivable, the 
residual amount is recognized under provi-
sions to the extent that the Parent Compa-
ny has a legal or constructive obligation to 
cover the relevant company’s obligations.

Net revaluation of investments in subsidiar-
ies is transferred in connection with appro-
priation of the profit/(loss) for the year to 
the reserve for net revaluation according to 
the equity method.

Acquisitions of subsidiaries are accounted 
for using the purchase method. Please see 
above under consolidated financial state-
ments.

Financial assets
The Group and the Parent Company clas-
sify their financial assets in the following 
categories:

•   Loans and receivables
•   Available-for-sale financial assets

Financial assets are classified according to 
the purpose of the acquisition. Manage-
ment determines the classification on initial 
recognition and reevaluates this designa-
tion at every reporting date.

Loans and receivables are non-derivative 
financial assets with fixed or determinable 
payments that are not quoted in an active 
market. In the balance sheet, they are clas-
sified as trade receivables, other receiva-
bles, and as loans.

Available-for-sale financial assets are non-
derivative financial assets and are designat-
ed as short-term securities in the balance 
sheet.

Trade receivables
On initial recognition, trade receivables are 
measured at fair value and subsequently 
measured at amortized cost according to 
the effective interest method less provision 
for impairment based on an individual as-
sessment.

Other receivables
On initial recognition, other receivables are 
measured at fair value and subsequently 
measured at amortized cost according to 
the effective interest method less write-
downs for losses.

Prepayments
Prepayments comprise incurred costs relat-
ing to subsequent financial years. Prepay-
ments are measured at amortized cost, 
which usually corresponds to the nominal 
value.

Short-term securities
The securities are easily negotiable in the 
established markets. Short-term securi-
ties are classified as “available for sale”. 
Fair value equals the market price. Upon a 
sale, cost is measured according to the FIFO 
principle. Realized gains and losses (includ-
ing realized exchange rate gains and losses) 
are recognized in the income statement as 
financial items. Unrealized gains and losses 
(including unrealized exchange rate gains 
and losses) are recognized directly in eq-
uity. Transactions are recognized on the 
trade date.

Cash and cash equivalents
Cash comprises cash holdings and bank 
deposits with an insignificant price risk. 
Cash is measured at fair value.

Equity
The share capital comprises the nominal 
value of the company’s ordinary shares, 
each with a nominal value of DKK 1.

Retained earnings include amounts paid as 
premium compared to the nominal value 
of the shares in connection with the com-
pany’s capital increases less external ex-
penses, which are directly attributable to 
the increases of capital. The amount also 
includes unrealized gains and losses (in-
cluding unrealized exchange rate gains and 
losses).

The reserve for share-based payment in-
cludes the value of recognized warrant 
programs measured at the fair value at the 
time of grant and subsequent value adjust-
ments.

The buying and selling of own shares are 
recognized directly in equity. Own shares 
are therefore not recognized separately in 
the balance sheet.

Provisions
Provisions are recognized when the Group 
has a legal or constructive obligation as a 
result of a prior event on or before the bal-
ance sheet date, and it is probable that the 
company has to give up future economic 
benefits in order to repay the obligation. 
The provisions are measured according to 
an assessment of the costs required in or-
der to repay the present obligation at the 
balance sheet date. Provisions which are 
not expected to be repaid within a year 
from the balance sheet date are measured 
at present value.

Lease commitments
Lease commitments relating to assets held 
under operating leases are recognized in 
the income statement over the terms of the 
contracts. Lease payments are recognized 
either in production costs, research and 
development costs, sales and distribution 
costs, or administrative expenses, depend-
ing on the use of the asset.

Financial liabilities
Financial liabilities, including trade payables 
and other payables, are initially measured at 
fair value. In subsequent periods, financial 
liabilities are measured at amortized cost, 
applying the effective interest method, to 
the effect that the difference between the 
proceeds and the nominal value is recog-
nized in the income statement as financial 
expenses over the term of the loan.

Deferred income
The item reflects the part of revenue that 
has not been recognized as income imme-
diately on receipt of payment and which 
concerns agreements with multiple com-
ponents which cannot be separated.

Cash flow statement
The cash flow statement of the Parent 
Company and the Group is presented us-
ing the indirect method and shows cash 
flow from operating, investing, and financ-
ing activities as well as the Group’s cash 
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and cash equivalents at the beginning and 
the end of the financial year.

Cash flow from operating activities is calcu-
lated as the operating profit/(loss) adjusted 
for non-cash operating items, working 
capital changes, and income taxes as well 
as interest paid.

Cash flow from investing activities compris-
es payments in connection with acquisition 
and divestment of enterprises and activities 
as well as purchase and sale of intangible 
assets, property, plant, and equipment as 
well as non-current investments.

Cash flow from financing activities com-
prises changes in the size or composition 
of the Parent Company’s and the Group’s 
share capital and related costs as well as 
the raising of loans, instalments on interest-
bearing debt, and payment of dividends.

Cash and cash equivalents comprise cash, 
deposits in financial institutions, liquid se-

curities with terms of three months or less 
at the date of acquisition, less short-term 
bank debt that forms an integral part of 
the Group’s cash management activities.

Financial highlights and key ratios
The financial ratios have been calculated in 
accordance with “Recommendations & Ra-
tios 2010”, issued by the Danish Society of 
Financial Analysts, and amendments to IAS 
33, “Earnings per share”, as set out below:

Earnings per share before tax
Earnings per share is calculated as the net 
profit or loss divided by the weighted av-
erage number of outstanding ordinary 
shares.

Diluted earnings per share
Diluted earnings per share are calculated as 
the net profit or loss divided by the aver-
age number of outstanding ordinary shares 
adjusted for the diluting effect of issued 
equity instruments.

Share price at year-end
The year-end share price is determined as 
the average trading price (all trades) of the 
company’s shares on the NASDAQ OMX 
Copenhagen stock exchange at the bal-
ance sheet date or at the most recent trad-
ing date prior to the balance sheet date. 

Assets/equity
Total assets at the balance sheet date di-
vided by total equity at the balance sheet 
date.

Net asset value per share
Net asset value per share is calculated as 
total equity at the balance sheet date divid-
ed by the number of outstanding ordinary 
shares at the balance sheet date.
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