WEEKLY SUPPLEMENT: WEEK ENDING October 31, 2025

P INTERNATIONAL PHARMACEUTICAL QUALITY
Inside the Global Regulatory Dialogue

INSIGHTS FROM REGULATORY AGENCY AND PHARMACOPEIA LEADERS

Panel of FDA Compliance Leaders Explores Recent Key Oversight
Issues and Developments

Following individual updates by compliance leaders from FDA’s centers for drugs, biologics, and veterinary
medicine and the new cross-center inspection office at the closing day plenary session of the September,
2025 PDA Regulatory Conference, they participated together in a panel discussion that further explored some
of the key operational and policy concerns impacting the agency’s evolving oversight model. Receiving
attention were: o the center/field reorganization e artificial intelligence (Al) e pre-approval inspections (PAls)
e inspection site selection models e unannounced foreign inspections e xenotransplantation animals e
warning letter trends, and e the rise in vet drug enforcement actions. [See p. 3.]

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

US: FDA on Biosimilar Comparability ¢ USP Developments

EUROPE: EDQM and Ph. Eur. Updates ¢ EMA Pre-Authorization

INTERNATIONAL: India’s CDSCO on Supply Chain Controls ¢ TGA Bacteriophage GMP Exemption e
ICMRA/Industry PQKM Workshop

FDA DRUG GMP WARNING LETTERS

Company Facility Location Letter Date Product Type
Innocore Ontario, Canada October 16, 2025 Finished

FDA DRUG RECALLS

Among the ten recalls posted in FDA’s enforcement reports during the week ending October 31, none drew
the most serious, Class | rating.

CLICK HERE for previous Weekly Supplements. IPQ’s archive of “Updates in Brief,” FDA warning letters
and drug recalls, and EMA NCRs is available for subscribers at IPQ.org.
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