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ADDENDUM TO NDA #208151, DRUG PRODUCT REVIEW #1

DATE: Nov.  07, 2016

SUBJECT: Acceptance of IR Amendment Responses and Final Drug Product 
approval recommendation for NDA 208-151, ISOPTO® Atropine 
(atropine sulfate ophthalmic solution) 1%

Comment 1 (Sep 29-30, 2016)
Please list hypromellose as an inactive ingredient  in labeling (carton, immediate 
container label, and package insert).

Response for 1 (Oct. 7, 2016):
Alcon agrees and will update the labeling and list hypromellose as inactive ingredient.

Comment 2 (Sep 29-30, 2016)
In your response to Information Request dated 31 August 2016, you made reference to NDAs using the 
same red colorant, but continued to list as “ ” polypropylene closure in the text of the amendment, 
although in the updated Summary of Stability tables you describe as “red”. Please clarify, and provide 
a statement that colorant in closure is the same as referenced.

Response for 2 (Oct. 7, 2016):
As stated in packaging Section 3.2.P.7, the closure is red. We apologize for the incorrect reference to 
“ ” polypropylene closure in the paragraph text of Section 3.2.P.8.1, and we have confirmed that 
the “red” closures lots identified in Tables 3.2.P.8.1-1 and 3.2.P.8.1-2 are indeed “red” closures. A 
corrected Section 3.2.P.8.1 is provided.

Response Evaluation and Recommendation
The responses for comments 1 and 2 are acceptable.  Approval of this application is recommended 
from the Drug Product perspective.  There are no outstanding issues or labeling comments.  The 
sponsor has agreed to accept the proposed labeling revisions.  The changes are to be incorporated in 
the combined final printed label.  Please see Drug Product Review #1 for full review details. 

Milton J. Sloan, Ph. D., Sr. Chemist, Branch III, Division I, Office of New Drug Product, Office of 
Product Quality

Balajee Shanmugan, Ph.D., Acting Branch Chief, Branch III, Division I, Office of New Drug Product, 
Office of Product Quality 
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