WEEKLY SUPPLEMENT: WEEK ENDING APRIL 4, 2025

INTERNATIONAL PHARMACEUTICAL QUALITY
Inside the Global Regulatory Dialogue

CURRENT INSIGHTS FROM LEADING REGULATORS

Revised EU Variation Classification Guideline Will Address Impact of
Combination Product Changes

At the 2025 DIA/RAPS Summit on Combination Products in the EU, held in Brussels at the end of January,
EMA Procedures Office Head Virginia Rojo gave an update on the agency’s ongoing efforts to support
companies in dealing with lifecycle management of combination products (CPs). She discussed the
relationship between the current CP guidance and the draft variation classification guidance, and the
increased focus on assessing the risk and impact of changes to the medicinal product. [See p. 3.]

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

US: CDER on BPCI Act

EUROPE: ¢ MHRA Safety Bulletin ¢ EMA on mRNA Vaccine Quality ¢ Swissmedic Product Quality Reviews
e Ph. Eur. Draft Monograph Consultations e Swissmedic Authorization Procedure Meetings ¢ MHRA Promising
Innovative Medicines ¢ EMA Herbal Medicine Activities

INTERNATIONAL: Mexico GMP Guidelines ¢ WHO Prequalification Consultation e China’s NMPA Sterile Drug
GMPs e Philippine FDA on Product Recalls

FDA DRUG GMP WARNING LETTERS

There were no FDA warning letters posted during the week.

FDA DRUG RECALLS

Among the seven recalls posted in FDA’s enforcement reports during the week, one drew the most serious, Class
I, rating. The recall involved three lots of various nasal wash systems products due to Staphylococcus aureus
contamination.

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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