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CURRENT INSIGHTS FROM LEADING REGULATORS

ICH Technology Facilitation Efforts Bear More Fruit in New
Analytics Development Guideline Q14 and Revised Validation
Guideline Q2(R2)

The ICH effort to revise and expand its quality guideline series to better facilitate the rapid advancement of
process and product technology in the pharmaceutical arena continues to bear fruit with the completion of
its new analytical development guideline Q14 and a significant revision of its analytical validation guideline
Q2(R1). At a late-February ICH stakeholder consultation meeting co-sponsored by FDA and Health Canada,
CDER Office of Testing Research Director David Keire, who has been serving as the ICH Q2(R2)/Q14 Regulatory
Chair, highlighted key aspects of the two guidelines and how they support analytical advancement.

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

e FDA on New Dietary Ingredient Notifications ¢ EDQM February Inspection, Certification and Reference
Standard Activities ¢ Swissmedic Authorizations of Complementary and Herbal Medicines ¢ Two New
European Paediatric Formulary Monographs ¢ EMA Committee on Herbal Medicinal Products Addenda
e CDER MAPP on Breakthrough Therapies ¢ MHRA Guidance on Shortening Assessment Timeframes e
MHRA'’s BP on Environmental Sustainability e Updated EMA Orphan Designation Guidance

FDA DRUG GMP WARNING LETTERS

Company Facility Location Product Type
Bell us Finished
Thai Nakorn Patana Thailand Finished

Cosmetic Specialty Labs us Finished

EMA GMP NON-COMPLIANCE REPORTS

Company Facility Location Product Type

Liaoyuan City Baikang China API

Cubit Lifesciences India Finished

FDA DRUG RECALLS

Among the five recalls posted in FDA’s enforcement report during the week, none drew the most serious,
Class |, rating.
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