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Cosmo announces details of the successful phase III clinical trials 
of LuMeBlue™ which will be presented at its R&D day today 

 

 

Dublin – November 29, 2016 – Cosmo Pharmaceuticals N.V. (SIX: COPN) today 
announced the details of its successful phase III clinical trial of LuMeBlue™ which will 
be presented and discussed at its R&D day in Zurich today.  
 
LuMeBlue™ Results 
In the trial LuMeBlue™ was compared to Standard of Care (“HDWL”: White Light 
colonoscopy with High Definition endoscopes). The primary endpoint in the phase III 
trial was the number of subjects with at least one histologically proven adenoma or 
carcinoma.  
 
LuMeBlue™ attained the primary endpoint identifying 17.71% more patients with 
adenomas or carcinomas than HDWL (p value 0.009; Relative Risk-RR-1.177). 
Adenomas were found in 56.3% of all subjects when using LuMeBlue™, whereas 
HDWL found adenomas in 47.8% of all subjects. LumeBlue™ therefore proves very 
efficient in flagging lesions. 
       
In the phase III clinical trial the false positive rate (an important secondary endpoint) 
in the LuMeBlue™ arm was lower than in the HDWL. In the LuMeBlue™ arm 356 
subjects out of 485 subjects had an excision. 83 of these subjects (23.3%) were false 
positives. In the WLHD arm 326 out of 479 subjects had an excision and 97 of these 
subjects (29.7%) were false positives. Thus LuMeBlue™ finds more subject with 
lesions than HDWL  which subsequently prove to be more adenomas or carcinomas. 
     
LuMeBlue™ was also statistically superior and clinically very meaningful in the 
segment of subjects with 0-3 excisions, where 75%-80% of the patients are. In the 
segment of 0-3 excisions covering 362 subjects, the LuMeBlue™ Adenoma detection 
rate was 45.3%, while the adenoma detection rate covering 376 subjects using 
WLHD was 35.9% (p value 0.0107).  This is an improvement of 26.2% (RR 1.262).  
 
There were no reported major drug related adverse events.  
    
LuMeBlue™ trial design 
The LuMeBlue™ trial was conducted in 18 leading centers in 8 countries in North 
America and Europe. The Intention to Treat Population (ITT) was 1249 subjects, the 
Full Analysis Set (FAS) was 1205 subjects, the Per Protocol Set (PP) was 1137 
subjects and the safety set was 1208 subjects. As agreed with the Regulatory 
Agencies, the endpoints were set according to FAS.   
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Four Clinical Research Organisations (CROs) were used: One CRO was responsible 
for the monitoring activities, one for the electronic CRFs, one for the bio-statistical 
activities and one for the high definition video recording activities and storing.  
 
Two central histolabs, one each in the EU and one in the USA were responsible for 
the histologic analysis of the excised tissues, 5 endoscopy centers, 2 in North 
America and 3 in Europe, were randomly assigned videos for review, and there was 
one endoscopy charter and one histology charter.  
 
Subject population 
In the FAS 479 subjects were treated in the WLHD arm of which 61.6% were males; 
47,8% were first-time screening colonoscopies, 6,3% were surveillance 
colonoscopies performed less than two years since the last colonoscopy and 45,9% 
were surveillance colonoscopies performed after more than 2 years following the first 
time colonoscopy.    
 
485 subjects were in the LuMeBlue™ arm of which 60.6% were males, 48% were 
first time screening colonoscopies, 5.8% were surveillance colonoscopies performed 
less than two years since the last colonoscopy and 46.2% were surveillance 
colonoscopies performed after more than 2 years following the first-time 
colonoscopy.   
 
241 subjects were treated in the confounding arm (not statistically powered).  
 
Upon its approval, Cosmo will market LuMeBlue™ directly in the USA and intends to 
establish selective partnerships for the marketing of the product in the Rest of the 
World. 
 
Mauro Ajani, Chairman of Cosmo, commented: “I am proud of Cosmo having been 
able to achieve such a result in the field of colon cancer prevention, after several  
years of hard teamwork. The capacity for flagging lesions is quintessential for making 
colonoscopies more effective”. 
 
Alessandro Della Chà, CEO of Cosmo, commented: “These results are positive 
beyond our expectations. We will now prepare the New Drug Application and look 
forward to a quick and successful review process given that we have a Special 
Protocol Assessment (SPA) with the FDA.  We are very positive about the future of 
LuMeBlue™ and believe that the product will radically change the field of 
colonoscopies and save lives. These results position Cosmo uniquely as a lead 
player in both endoscopy and GI and we look forward to the exploitation of our 
pipeline for the benefit of our shareholders.” 
 
R&D day video  
As of November 30, 2016, 2.00pm CET, a video of the R&D day will be accessible 
via the Cosmo website http://www.cosmopharma.com/investor-relations  
 
 

About Cosmo Pharmaceuticals 
Cosmo is a specialty pharmaceutical company that aims to become a global leader in the 
field of optimized therapies for selected Gastrointestinal Disorders and Endoscopic 

http://www.cosmopharma.com/investor-relations
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Procedures. The Company’s proprietary clinical development pipeline specifically addresses 
innovative treatments for IBD, such as Ulcerative Colitis and Crohn’s Disease, and Colon 
Infections. In addition, the Company has developed a medical device for polyp and adenoma 
excision and is has completed clinical trials of LuMeBlue™, a diagnostic drug for the 
detection of colon cancer as well as new chemical entities that are being developed by the 
associate company Cassiopea S.p.A. for the topical treatment of skin diseases. Cosmo’s 
MMX® products that have reached the market are Lialda®/Mezavant®/Mesavancol®, a 
treatment for IBD that is licensed globally to Giuliani and Shire Limited and Uceris®, the first 
glucocorticosteroid indicated for the induction of remission in active, mild to moderate 
Ulcerative Colitis, licensed in US to Santarus/Salix/Valeant and in the Rest of the World to 
Ferring as Cortiment®. Cosmo’s proprietary MMX® technology is at the core of the 
Company’s product pipeline and was developed from its expertise in formulating and 
manufacturing gastrointestinal drugs for international clients at its GMP (Good Manufacturing 
Practice) facilities in Lainate, Italy. The technology is designed to deliver active ingredients in 
a targeted manner in the colon. For further information on Cosmo, please visit the 
Company’s website: www.cosmopharma.com  

 

 

Next events  
        
Full-year results 2016 reporting   March 24, 2017 
Annual General Meeting    April 2017 
 
Contact 
Dr. Chris Tanner, Head of Investor Relations 
Cosmo Pharmaceuticals N.V.    
Tel: +353 (1) 8170 370 
ctanner@cosmopharma.com  

 
 
 
Some of the information contained in this press release contains forward-looking statements. Readers are cautioned that any 
such forward-looking statements are not guarantees of future performance and involve risks and uncertainties, and that actual 
results may differ materially from those in the forward-looking statements as a result of various factors. Cosmo undertakes no 
obligation to publicly update or revise any forward-looking statements. 
 
This communication is not an offer of securities of any issuer. Securities may not be offered or sold in the United States absent 
registration or an exemption from the registration requirement of the US Securities Act of 1933.  
 
This press release constitutes neither an offer to sell nor a solicitation to buy securities and it does not constitute a prospectus 
within the meaning of article 652a and/or 1156 of the Swiss Code of Obligations or a listing prospectus within the meaning of the 
listing rules of the SIX Swiss Exchange or any similar document. The offer will be made solely by means of, and on the basis of, 
a securities prospectus to be published. An investment decision regarding the securities to be publicly offered should only be 
made on the basis of the securities prospectus. 
  
This press release is made to and directed only at (i) persons outside the United Kingdom, (ii) investment professionals falling 
within Article 19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) Order 2005 (the “Order”), and (iii) high 
net worth individuals, and other persons to whom it may lawfully be communicated, falling within Article 49(2)(a) to (d) of the 
Order. Any person who is not a relevant person should not act or rely on this press release or any of its contents. 
  
This press release does not constitute an "offer of securities to the public" within the meaning of Directive 2003/71/EC of the 
European Union (the "Prospectus Directive") of the securities referred to in it (the "Securities") in any member state of the 
European Economic Area (the "EEA"). Any offers of the Securities to persons in the EEA will be made pursuant to an exemption 
under the Prospectus Directive, as implemented in member states of the EEA, from the requirement to produce a prospectus for 
offers of the Securities. 
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