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The reviewer confirmed that the information received so far is inadequate.  More data are expected to 

come in an amendment by March 28, 2014.  This is past the PDUFA date of March 16, 2014. Until the 

data are received and evaluated to be adequate, the deficiencies are still outstanding and impact 

application action.

The following discussion highlights the first observation specific to NDA 203-324, Riboflavin Ophthalmic 

Solution, 0.12%.  
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The recommended language for incorporation in the CR letter is as follows:

During a recent inspection of the  manufacturing facility for this application, our field 
investigator conveyed deficiencies to the representative of the facility. Satisfactory resolution of these 
deficiencies is required before this application may be approved.

If you have any questions, please contact me at (301) 796-1426 or by email at linda.ng@fda.hhs.gov.

cc:
CMS #72601

Balajee Shanmugam, Ph.D., CMC Lead, OPS/ONDQA/DNDQAII

George Lunn, CMC Reviewer, OPS/ONDQA/DNDQAII/BRV

William Boyd, M.D., Clinical Team Leader, OND/DTOP
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Product Quality Microbiology Review

13 February 2014

NDA: 203-324/N000

Drug Product Name
Proprietary: Photrexa
Non-proprietary: riboflavin ophthalmic solution (20% dextran)

Proprietary: Photrexa 
Non-proprietary: riboflavin ophthalmic solution (0% dextran)

Review Number: 1

Dates of Submission(s) Covered by this Review
Submit Received Review Request Assigned to Reviewer

16 September 2013 16 September 2013 16 September 2013 16 September 2013

Submission History (for 2nd Reviews or higher) – NA

Applicant/Sponsor
Name: Avedro
Address: 230 Third Avenue

Waltham MA 02451
Representative: Pamela Nelson
Telephone: (781) 768-3430

Name of Reviewer: Denise A. Miller

Conclusion: Recommend to approve
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NDA 203-324/N000 Microbiology Review # 1

Page 4 of 10

Executive Summary

I. Recommendations

A. Recommendation on Approvability – Recommendation to be 
approved from a quality microbiology perspective.

B. Recommendations on Phase 4 Commitments and/or 
Agreements, if Approvable - NA

II. Summary of Microbiology Assessments

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology – This is a sterile ophthalmic 
solution that is  filled into single use syringes for a 
topical application of the drug product.  

B. Brief Description of Microbiology Deficiencies – None identified 
in the information provided.

C. Assessment of Risk Due to Microbiology Deficiencies – NA

D. Contains Potential Precedent Decision(s)- Yes     No

III. Administrative

A. Reviewer's Signature _____________________________
Denise A. Miller
Microbiologist, OPS/NDMS

B. Endorsement Block_____________________________
Bryan S. Riley, Ph.D.
Senior Microbiologist, OPS/NDMS

C. CC Block
N/A
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