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Cellegy Pharmaceuticals and ProStrakan Announce 
 Exclusive Agreement to Commercialize Cellegesic™ in 

Europe 
 
Launch anticipated in the First Half of 2005 in the United Kingdom 
 
 
South San Francisco, California and Galashiels, UK - December 9, 2004 - Cellegy 
Pharmaceuticals, Inc. (Nasdaq: CLGY) and ProStrakan Group Limited today announced that 
they have entered into an exclusive license agreement for the commercialization of Cellegesic™ 
(branded Rectogesic® outside of the US) in Europe.  Rectogesic is a 0.4% topical nitroglycerin 
ointment indicated for the treatment of the pain associated with chronic anal fissures.  In 
September, the product was approved by the UK Medicines and Healthcare Products Regulatory 
Agency (MHRA) for sale in the UK. 
 
Under the terms of the agreement, Cellegy will receive up to $5.6M in upfront and milestone 
payments, including payments if the product is approved in the future for the treatment of 
hemorrhoids, along with an amount that is greater than 25% of net sales of Rectogesic in Europe, 
including cost of goods.  ProStrakan will be responsible for additional regulatory filings, sales, 
marketing and distribution of Rectogesic throughout Europe.  In all, the deal covers 38 European 
territories, including all EU member states.  Cellegy will be responsible for supplying finished 
product to ProStrakan through its contract manufacturer.  In addition, ProStrakan has granted a 
right of first negotiation to Cellegy for its oral estradiol-glucoside product, which is currently in 
Phase 1 clinical development or an alternative product in the area of gastroenterology. 
 
“Cellegy is pleased to have concluded this agreement with ProStrakan for the commercialization 
of Rectogesic in Europe,”  said K. Michael Forrest, Cellegy’s President and CEO. “This 
partnership paves the way for the first commercial launch of a Cellegy product in a major 
pharmaceutical market outside the United States.  We look forward to the commercial launch of 
Rectogesic in the United Kingdom and to the initiation of the Mutual Recognition Procedure to 
obtain regulatory approval for Rectogesic in other European territories.  Assuming the normal 
timelines established for the MRP process, we expect Rectogesic to be approved in the balance 
of the major European countries by the third quarter of 2005.”  
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Commenting on the deal, ProStrakan CEO, Dr Wilson Totten, said:  “Having acquired the 
European rights to Tostrex® in July this year, we are delighted to be building on our relationship 
with Cellegy by acquiring the rights to another of their products.  Such acquisitions are a core 
part of ProStrakan’s strategy, allowing us to significantly grow revenues by the 
commercialisation and promotion of attractive products through our own sales forces in Europe.”  
 
About Anal Fissures 
It is estimated that there are over one million people in Europe who suffer from anal fissures.  An 
anal fissure is a painful tear in the lining of the anal canal and is associated with increased 
pressure in the anal canal and a decrease in blood supply.  Chronic fissures often are treated with 
a surgical procedure that involves cutting the internal anal sphincter to decrease pressure in the 
anal canal.  While effective, the procedure is painful, costly and may leave up to 35% of patients 

- more - 
with fecal incontinence.  Cellegesic may help to avoid the risk of incontinence associated with 
surgery by gently relaxing the sphincter muscle. Fecal incontinence has not been reported in 
association with Cellegesic.  Cellegy believes that the utility of nitroglycerin in treating anal 
fissures is well recognized and that the Company©s product fills a large unmet medical need. 
 
Rectogesic will provide a uniform product manufactured under GMP conditions to MHRA 
approved specifications. 
 
About Cellegy 
Cellegy Pharmaceuticals is a specialty biopharmaceutical company that develops and 
commercializes prescription drugs for the treatment of gastrointestinal disorders, women’s health 
care conditions, including sexual dysfunction and HIV prevention, and certain cancers.  
 
In the United States, Cellegy has submitted an NDA for Cellegesic and now expects a decision 
from the FDA on approvability by early January 2005.   
 
The Company is also pursuing the use of Cellegesic for the treatment of hemorrhoids, as well as 
dyspareunia, a painful condition that prevents or inhibits sexual intercourse in more than 5 
million women in the United States.  Currently, there is no effective treatment for dyspareunia.   
 
In women’s healthcare, Cellegy is developing Tostrelle® (testosterone gel) for the treatment of 
sexual dysfunction (libido) in postmenopausal women.  In addition, Cellegy recently enhanced 
its women’s healthcare product portfolio through the acquisition of Biosyn and its lead product, 
Savvy® (1% C31G vaginal gel), a contraceptive gel to prevent HIV-AIDS in women.  Savvy is in 
separate Phase 3 clinical trials for contraception and for the prevention of HIV. 
 
FortigelTM (testosterone gel), branded Tostrex® outside the United States, is currently undergoing 
regulatory review in Sweden for the treatment of male hypogonadism caused by testosterone 
deficiency.  ProStrakan has licensed rights to Tostrex for Sweden and other European markets.  
Cellegy is in discussions with the FDA to determine the final design of a Phase 3 trial required 
for marketing approval of Fortigel in the United States.   
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Other products being developed by Cellegy researchers address a number of conditions, 
including prostate cancer, Raynaud’s Disease and Restless Legs Syndrome. 
 
About ProStrakan  
ProStrakan was established in September 2004 through the merger of UK-based Strakan 
Pharmaceuticals Ltd and France-based ProSkelia SAS.  Employing 275 people, the company is 
headquartered in Scotland with expanding commercial operations throughout the rest of the UK 
and Europe.  The company’s principal R&D site is in Romainville near Paris. 
 
Prior to the merger, Strakan (founded in 1995) specialised in the research, development and 
commercialisation of novel prescription medicines in women’s health, ageing male and oncology 
therapeutic areas.  ProSkelia (founded in 2002 from the spin-out of the specialist bone research 
unit of Aventis) was a leading European R&D company focused on skeletal diseases and related 
therapeutic areas such as hormone-related cancers and women’s/men’s health. 

 
The merger of the two companies has created an integrated specialty pharmaceutical company 
with leading edge research and development capabilities coupled to an expanding European 
commercial operation which is generating significant and growing revenues.  ProStrakan’s 
therapeutic focus is primarily on steroid chemistry, hormonal disorders and bone biology, areas 
which represent significant unmet need and high growth potential. 
 
In July 2004, Strakan acquired the European marketing rights to Cellegy’s transdermal 
testosterone gel product, Tostrex® (known as Fortigel™ in the US).  In January 2004, Strakan 
acquired Paris-based OTL Pharma, a company specialising in the commercialisation of high 
value niche products across the European Union.   
 
In September 2004, ProStrakan acquired Spain-based Devon Farmaceutica in a move which gave 
the company a commercial presence in the EU’s fifth largest pharmaceutical market.  This was 
followed in November 2004 by the acquisition of Elfar SA (also based in Madrid), a company 
with a portfolio of marketed products serviced by an established sales and marketing 
infrastructure in Spain. 
 
Forward-Looking Statements 
This press release contains forward-looking statements.  Investors are cautioned that these 
forward-looking statements are subject to numerous risks and uncertainties, known and 
unknown, which could cause actual results and developments to differ materially from those 
expressed or  implied in  such statements.   Such risks and uncertainties relate to, among other 
factors: completion, timing and the outcome of regulatory review of Cellegesic in the United 
States and Tostrex in Sweden, and the timing and completion of the MRP process in Europe; the 
outcome of clinical trials including the Savvy prevention and contraceptive Phase 3 studies, the 
Cellegesic Phase 2 trial for hemorrhoids; the outcome and timing of discussions with the FDA, 
particularly with regard to additional clinical trial requirements for marketing approval of 
Tostrelle and Fortigel; and additional financings.   



ProStrakan to commercialize Cellegesic™ in Europe, Page 4 

 

With regard to the Cellegesic NDA, the FDA may not find that the Cellegesic trial data, the 
statistical analysis methodology used by the Company with the inclusion of post-discontinuation 
pain scores, the treatment of data from patients who dropped out of the study due to headaches or 
other sections of the NDA acceptable.  The Agency may not agree that the trial data satisfies the 
standards specified in the Special Protocol Assessment and may not ultimately grant marketing 
approval for Cellegesic.  Even assuming Cellegesic approval, the Company may not have the 
resources or personnel to successfully launch the product on a timely basis.  For more 
information regarding risk factors, refer to the Company’s Annual Report on Form 10-K for the 
year ending 2003, the Quarterly Report on Form 10-Q for the period ending September 30, 2004 
and other documents filed with the Securities and Exchange Commission. 
 
For additional information, please contact: 
 
 
ProStrakan  
 
Wilson Totten, CEO   +44 (0)1896 668060 
David Watt, Group Comms  +44 (0)1896 668078 
www.prostrakan.com 
 
 
Cellegy Pharmaceuticals:   
Richard Juelis         
Vice President, Finance & CFO     
(650) 616-2200 
www.cellegy.com 


