
 

 
 

Santen Receives Complete Response Letter from U.S. FDA for 
Intravitreal Sirolimus (DE-109) 

 
 
December 21, 2017, Santen Pharmaceutical Co., Ltd. (Osaka, Japan) today announced 
that the U.S. Food and Drug Administration (FDA) has issued a complete response 
letter for the New Drug Application (NDA) for intravitreal (IVT) sirolimus (DE-109). IVT 
sirolimus is an investigational therapy developed as a potential treatment for adults with 
noninfectious uveitis of the posterior segment, a leading cause of preventable blindness 
in working-age adults.1 
 
The complete response letter indicates that the FDA is unable to approve the 
application in its present form and requests additional substantiating evidence to 
demonstrate efficacy of IVT sirolimus in the treatment of noninfectious uveitis of the 
posterior segment. 
 
"We are evaluating the FDA’s response and will work closely with the agency to 
determine the best path forward. We strongly believe in the benefits of IVT sirolimus for 
noninfectious uveitis of the posterior segment patients, and will continue to work 
towards our goal of bringing a local, non-steroidal therapy to patients suffering from this 
sight-threatening disease," said Naveed Shams, MD, PhD, Chief Scientific Officer and 
Head of Global Research and Development of Santen. "Santen remains focused on our 
mission to develop and provide innovative therapies to patients suffering from 
ophthalmic diseases in the United States and around the world." 
 
The CRL is not expected to have a material impact on FY2017 earnings forecasts. 
 
About Santen 
As a specialized company dedicated to the ophthalmic field, Santen carries out 
research, development, marketing, and sales of pharmaceuticals. Santen is the market 
leader in Japan for prescription ophthalmic pharmaceuticals and sells products in 
approximately 60 countries. As a leading company in the field of ophthalmology, Santen 
aims to contribute to society by supplying valuable products and services to satisfy 
unmet medical needs. For more details, please see Santen’s website 
(www.santen.com). 
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Forward Looking Statements 
Information provided in this press release contains so-called “Forward-looking 
Statements.” The realizations of these forecasts are subject to risk and uncertainty from 
various sources. Therefore, please note that the actual results may differ significantly 
from the forecasts. Business performance and financial condition are subject to the 
effects of change in regulations made by the governments of Japan and other nations 
concerning medical insurance, drug pricing and other systems, and to fluctuations in 
market variables such as interest rates and foreign exchange rates.  
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