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NDA 208073
COMPLETE RESPONSE

Shire Development, LLC.
Attention:  Kimberly McCormick, PharmD

      Global Regulatory Affairs
725 Chesterbrook Blvd
Wayne, PA 19087-5637

Dear Dr. McCormick:

Please refer to your New Drug Application (NDA) dated and received February 25, 2015, 
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for lifitegrast 
ophthalmic solution, 5%.

We acknowledge receipt of your amendments dated.
March 23, 2015 March 25, 2015  June 3, 2015
June 8, 2015 June 10, 2015 June 16, 2015
June 18, 2015 June 19, 2015 July 20, 2015
Sept. 9, 2015

We also acknowledge receipt of your amendments dated October 1 and 5, 2015, which were not 
reviewed for this action.  You may incorporate applicable sections of the amendments by 
specific reference as part of your response to the deficiencies cited in this letter.

We have completed our review of this application, as amended, and have determined that we 
cannot approve this application in its present form.  We have described our reasons for this 
action below and, where possible, our recommendations to address these issues.

CLINICAL

1. There is a lack of substantial evidence consisting of adequate and well-controlled 
investigations, as defined in 314.126, that the drug product will have the effect it purports 
or is represented to have under the conditions of use prescribed, recommended, or 
suggested in its proposed labeling.  Specifically:

a. The Phase 2 Dry Eye study did not meet its primary efficacy endpoint, inferior 
corneal staining score at Day 84.  None of the lifitegrast groups achieved a 
statistically significant difference in the inferior corneal staining score at Day 84 
compared to vehicle although there were increasing numerical improvements in 
the inferior corneal staining score with higher lifitegrast doses.  
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http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/U
CM153222.pdf.

The drug product may not be legally marketed until you have been notified in writing that this 
application is approved.

PDUFA V APPLICANT INTERVIEW

FDA has contracted with Eastern Research Group, Inc. (ERG) to conduct an independent interim 
and final assessment of the Program for Enhanced Review Transparency and Communication for 
NME NDAs and Original BLAs under PDUFA V (‘the Program’). The PDUFA V Commitment 
Letter states that these assessments will include interviews with applicants following FDA action 
on applications reviewed in the Program. For this purpose, first-cycle actions include approvals, 
complete responses, and withdrawals after filing. The purpose of the interview is to better 
understand applicant experiences with the Program and its ability to improve transparency and 
communication during FDA review. 

ERG will contact you to schedule a PDUFA V applicant interview and provide specifics about 
the interview process. Your responses during the interview will be confidential with respect to 
the FDA review team. ERG has signed a non-disclosure agreement and will not disclose any 
identifying information to anyone outside their project team. They will report only anonymized 
results and findings in the interim and final assessments. Members of the FDA review team will 
be interviewed by ERG separately. While your participation in the interview is voluntary, your 
feedback will be helpful to these assessments.

If you have any questions, call Christina Marshall, Regulatory Project Manager, at (301) 796-
3099.

Sincerely,

{See appended electronic signature page}

John J. Farley, MD, MPH
Deputy Director
Office of Antimicrobial Products
Center for Drug Evaluation and Research
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JOHN J FARLEY
10/16/2015
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