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DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
109 Holton Street 2/10/2025-2/14/2025
W' h t MA 0.].890 FEI NUMBER

el 3009389940

(781)587-7500 Fax: (781)587-7556

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED

Quentin Seemuller, Site Head of Massachusetts Biocampus

FIRM NAME STREET ADDRESS

Genzyme Corporation 11 Forbes Rd

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED

Northborough, MA 01532-2501 Biological Drug Product Labeling and
Packaging Facility

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any
questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:
OBSERVATION 1
Procedures designed to assure that correct labeling are used for drug products are not followed.

Specifically, according to Section 6.7, “Label Printing” and Section 6.8, “Carton Printing” in SOP QU-
OPE-0204067, “BIVV001, Altuviiio, Finished Goods, Labeled Vials, Various Nominal Potency,”
version 6.0, effective on 290¢t2024, the “Biological Activity - Assay Activity” or “Lot Potency” value
mm IU/vial specified in Form QU-FOR-0141268, version 1.0, “Altuviiio Finished Product, 250IU-
4000IU/Vial Nominal Potency, US Specifications, COA” is the potency value to be printed on labels
and cartons for Altuviiio Finished Product.

However, the potency value for Altuviiio Finished Product 2000IU Lot No. EY0330 was incorrectly
transcribed from the Certificate of Analysis, and this incorrect value was printed on the finished product
labels and cartons. The potency for Lot No. EY0330 was labeled using the value for “Biological
Activity — Specific Activity” (2132 IU/mg) instead of the value for “Biological Activity — Activity”
(1811 TU/Vial). Lot No. EY0330 ((b) @) vials total) was released by the firm on 09Dec2024, of which
®)#) vials were shipped to a distribution center in Reno, NV. The error in potency value was not
detected by the firm until 11Feb2025 when the batch record for this lot was requested during the
establishment inspection.

OBSERVATION 2
Examination of packaging and labeling materials for suitability and correctness before packaging
operations is not performed.
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Specifically, during QA review of the Master Batch Record QU-OPE-0526716, version 5.0 “Packaging
of Finished Product for Labeled Vial and Syringe with SASL at NBO” pertaining to Altuviiio Finished
Product 2000IU Lot No. EY0330 on 09Dec2024, there was a failure to capture the incorrect potency
labeled on vials and cartons of this lot. This lot was released for distribution and commercial use in US
and Puerto Rico on 09Dec2024.

OBSERVATION 3
Written records are not always made of investigations into unexplained discrepancies.

Specifically, protocol 64-0096 [Titled “Protocol for the Real-time Process Validation (PV) for the
Transport of BIVVO001 Finished Goods via (b) (4) from Sanofi NBO
(Northborough, MA) to Sanofi Distribution Center (Reno, NV)] has not been actively executed since
23Aug2024. Specifically, after 23Aug2024, there have been no activities related to the execution of the
protocol.

No protocols deviations have been opened to investigate the issues that impacted completion of the
study.

Priscilla M Pastrana
Investi
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The observations of objectionable conditions and practices listed on the front of this form
are reported:

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or

2. To assist firms inspected in complying with the Acts and regulations enforced by the
Food and Drug Administration.

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides:

"Upon completion of any such inspection of a factory, warehouse, consulting
laboratory, or other establishment, and prior to leaving the premises, the officer or
employee making the inspection shall give to the owner, operator, or agent in charge a
report in writing setting forth any conditions or practices observed by him which, in his
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1)
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has
been prepared, packed, or held under insanitary conditions whereby it may have become
contaminated with filth, or whereby it may have been rendered injurious to health. A copy
of such report shall be sent promptly to the Secretary."






