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Re: NDA 210933, EYSUVIS (loteprednol etabonate ophthalmic suspension) 0.25%

---------------------------------------------------------------------------------------------------------------------
NDA 210933, EYSUVIS (loteprednol etabonate ophthalmic suspension) 0.25%, was 
recommended for approval from Product Quality perspective on Feb 22, 2019. No product 
quality update was submitted in the resubmission.

All the manufacturing facilities remain acceptable. An overall acceptable recommendation for all 
the facilities was issued on Aug 24, 2020. Therefore, NDA 210933 upholds the approval 
recommendation from Product Quality perspective.

CMC sections of the labeling appear identical to the approved INVELTYS (NDA 210565) except the 
strength. Labeling review from the Product Quality perspective is not necessary. 

____Chunchun Zhang, Ph.D._____
ATL for 210933

Reference ID: 4662313
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D. Summary Basis for Product Quality Recommendation 
 
 
  The applicant has provided sufficient information to assure the identity, strength, purity, 
and quality of the proposed drug product. All associated manufacturing, testing, packaging 
facilities were similar to the approved product (NDA 210565) and deemed acceptable. The 
labels and labeling include adequate information as required.  Therefore, OPQ 
recommends approval of NDA 210933 for Loteprednol etabonate ophthalmic suspension, 
0.25%. 

 
 
 
 
On behalf of the OPQ team, 
Chunchun Zhang, Ph. D., ATL for NDA 210933 
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DATE: 30 November 2018 

 

TO: File-NDA 210933 

 

FROM: Andrew Pike, PhD 

 Microbiology Primary Reviewer 

 CDER/OPQ/OPF/DMA Branch III 

 (240) 402-3222 

 
THROUGH: John Metcalfe, PhD 
  Senior Microbiology Reviewer 
  CDER/OPQ/OPF/DMA Branch III     
 
SUBJECT: NDA: 210933 
 Filing date: 10/15/2018 
 Drug Product: Loteprednol etabonate ophthalmic suspension 0.25% (EYSUVIS) 
 Applicant: Kala Pharmaceuticals, Inc. 
 

 

A product quality microbiology review of NDA 210933 is complete, and the review 

recommendation is adequate.  

 

Background 

The product quality microbiology information included in NDA 210933 is substantially similar 

to that provided for NDA 210565 (loteprednol etabonate ophthalmic suspension 1%), which was 

reviewed and found adequate in microbiology review N210565MR01.docx dated 2/12/2018 and 

approved by the FDA on 8/22/2018. The two drug products contain the same active 

pharmaceutical ingredient (API) and excipients with a reduced amount of the API  

. Most of the submission documents are the same but 

have been updated to include the responses to microbiology information requests sent during the 

review of NDA 210565.  

. These issues are addressed individually below. 
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D. Summary Basis for Product Quality Recommendation 
 
 
  The applicant has provided sufficient information to assure the identity, strength, purity, 
and quality of the proposed drug product. All associated manufacturing, testing, packaging 
facilities were similar to the approved product (NDA 210565) and deemed acceptable. The 
labels and labeling include adequate information as required.  Therefore, OPQ 
recommends approval of NDA 210933 for Loteprednol etabonate ophthalmic suspension, 
0.25%. 

 
 
 
 
On behalf of the OPQ team, 
Chunchun Zhang, Ph. D., ATL for NDA 210933 
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Container closure integrity testing 

Loteprednol etabonate 0.25% will be packaged into 10 mL bottles, rather than the 5 mL bottles 

used for Loteprednol etabonate 1%.  

. Container closure integrity testing was performed 

by dye ingress using the same methods and acceptance criteria as described in NDA 210565.  

 

. A full description of the methods and results are provided in 

NDA 210933 Section 3.2.P.2 Attachment PCL15243. 

 

Antimicrobial effectiveness testing 

 antimicrobial effectiveness testing was performed. The drug 

product will use 0.01% benzalkonium chloride as a preservative, as did NDA 210565. 

Antimicrobial effectiveness testing was performed in accordance with USP <51> on batch 

00916A1. All five compendial organisms were reduced from > CFU/mL to < 

CFU/mL at 7, 14 and 28 days post-inoculation, yielding satisfactory results. The antimicrobial 

effectiveness of BAK was confirmed down to % w/v, which is < % of the label claim for 

BAK, so the release specification of % of BAK label claim used in NDA 210565 will be 

used for this drug product as well. A full description of the methods and results are provided in 

NDA 210933 Section 3.2.P.2 Microbiological Attributes pgs. 1-2 of 4 and Section 3.2.P.2 

Attachment KPI-121-T-025. 
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