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PRESS RELEASE 

Nicox Receives Complete Response Letter from 

the FDA Related to GMP on NDA for AC-170 

…………………………………………………………………………………………. 

 Safety and efficacy data submitted in the NDA have not resulted in the FDA requesting any 
further clinical or non-clinical testing for approval 

 FDA letter related solely to GMP at third party active pharmaceutical ingredient supplier facility 

…………………………………………………………………………………………. 

October 10, 2016  

Sophia Antipolis, France 

Nicox S.A. (Euronext Paris: FR0013018124, COX), the international ophthalmic R&D company, today 
announced that it has received a Complete Response Letter (CRL) from the U.S. Food and Drug 
Administration (FDA) regarding the New Drug Application (NDA) for AC-170, its novel, proprietary, cetirizine 
eye drop formulation, for the treatment of ocular itching associated with allergic conjunctivitis. The FDA’s 
stated reason for the CRL pertains solely to a Good Manufacturing Practice (GMP) inspection at a third party 
facility producing the active pharmaceutical ingredient (API) cetirizine and supplying it to the manufacturer of 
the finished product. The safety and efficacy data submitted by Nicox in the AC-170 NDA have not resulted 
in the FDA requesting any further clinical or non-clinical testing for the approval of the AC-170 NDA. 
Furthermore, the CRL did not include any concerns related to the finished product manufacturing facility. 

Since the receipt of the CRL, Nicox has been contacting its suppliers to assess the timeline for the API 
manufacturer to address the FDA’s concerns. Once these have been addressed, Nicox will then resubmit the 
AC-170 NDA. 

About AC-170 

AC-170 is a novel formulation of cetirizine, the active ingredient in Zyrtec®1, which has been developed for 
the first time for topical application in the eye for the treatment of ocular itching associated with allergic 
conjunctivitis. Cetirizine is a second generation antihistamine and mast cell stabilizer that binds competitively 
to histamine receptor sites to reduce swelling, itching and vasodilation. Cetirizine, as an approved oral drug, 
has a well-characterized systemic safety and efficacy profile with worldwide exposure representing more 
than 300 million patient-years2-3-4. AC-170 is covered by two granted U.S. patents expiring in 2030 and 2032. 

Approval of the AC-170 NDA prior to 1st December 2016 will trigger a milestone payment of $35 million in 
Nicox shares to ex-Aciex shareholders or $10 million in Nicox shares if approval of the NDA is received after 
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United States Argot Partners | Eliza Schleifstein 
 Tel +1 (917) 763-8106 | eliza@argotpartners.com  
 
Investor Relations  
 
Europe NewCap | Julien Perez | Valentine Brouchot 
 Tel +33 (0)1 44 71 94 94 | nicox@newcap.eu  
 
United States Argot Partners | Melissa Forst 
 Tel +1 (212) 600-1902 | melissa@argotpartners.com  

…………………………………………………………………………………………. 
The information contained in this document may be modified without former notice. This information includes forward-looking 
statements. Such forward-looking statements are not guarantees of future performance. These statements are based on 
current expectations or beliefs of the management of Nicox S.A. and are subject to a number of factors and uncertainties that 
could cause actual results to differ materially from those described in the forward-looking statements. Nicox S.A. and its 
affiliates, directors, officers, employees, advisers or agents, do not undertake, nor do they have any obligation, to provide 
updates or to revise any forward-looking statements. 

   

Nicox S.A. 
Drakkar 2 | Bât D | 2405 route des Dolines | CS 10313 | Sophia Antipolis | 06560 Valbonne | France 
T: +33 (0)4 97 24 53 00   |   F: +33 (0)4 97 24 53 99 
 
www.nicox.com  


