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MEMORANDUM

To Administrative file for STN 125858/0
Date 08/14/2026

From Anil Choudhary, Ph.D., MBA
Laboratory of Biochemistry, Virology, and Immunochemistry (LBVI)
Division of Biological Standards and Quality Control (DBSQC)
Office of Compliance and Biologics Quality (OCBQ)
Center for Biologics Evaluation and Research (CBER)
Food and Drug Administration (FDA)

Through Muhammad Shahabuddin, Ph.D.
Chief, LBVI/DBSQC/OCBQ/CBER/FDA

Maryna Eichelberger PhD.
Division Director, DBSQC/OCBQ/CBER/FDA

Applicant Ultragenyx Pharmaceutical Inc.
Product Genglycos (Pariglasgene brecaparvovec, DTX401, AAV8BG6PC)

Subject Review of analytical methods

Recommendation: Approval

Summary:

The following analytical methods used for lot release of Genglycos drug substance
(DS) for the treatment of Glycogen Storage Disease Type la (GSDIa) in adult and
pediatric patients from Ultragenyx Pharmaceutical Inc., and associated validations
for detection of impurities were reviewed:

(b) (4)

Conclusion: Based on the review of the analytical methods and associated
validation reports in this submission, these methods are acceptable for lot release
testing of Genglycos DS.
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