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PRODUCT QUALITY REVIEW(S) 
 



NDA 022388 

Product Quality Assessment (Addendum #1 to Review #1) 

From: Chunchun Zhang, SPQA, Branch 6, ONDP/OPQ 

Date: Feb 24, 2022 

Re: NDA 022388, Acuvue theravision™ with Ketotifen (etafilcon A lens with ketotifen), 
0.019 mg 

--------------------------------------------------------------------------------------------------------------------- 
NDA 022388 (Acuvue theravision™ with Ketotifen (etafilcon A lens with ketotifen), 0.019 mg) 
was recommended pending in IQA #1 on Dec 21, 2021.  The Pre-Approval Inspections of Ortec, 
Inc (FEI: 3004285326) and Johnson & Johnson Ireland (FEI: 3003083595) were conducted and 
found acceptable.  Therefore, the Office of Pharmaceutical Manufacturing Assessment (OPMA) 
has issued an overall acceptable recommendation for all the facilities on 2/24/2022. All the other 
disciplines uphold the approval recommendation. In agreement with the above recommendation, 
NDA 022388 is recommended approval from Product Quality perspective.   
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Secondary Assessor Name and Date (and Secondary Summary, as needed): 

Chunchun Zhang, Ph.D.,  

Quality Assessment Lead, 

OPQ/ONDP/Div3/Branch 6 

 

http://sharepoint.fda.gov/orgs/CDER-OND/dtopndas 
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2. ASSESSMENT OF COMMON TECHNICAL DOCUMENT – QUALITY (CTD-

Q) MODULE 1 

 

2.A. Prescribing Information 

(Sequence 0001, Module 1.14.1.3 Draft Clean Package Insert and Professional 
Fitting and Information Guide) 
(Sequence 0001, Module 3.2.P.8.1 Stability Summary and Conclusion) 
 
Storage temperature: 15 – 25°C; with excursions permitted up to 30°C 
Maximum storage time: 18 months 
Route of administration: Ocular 
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