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Inside the Global Regulatory Dialogue

CURRENT INSIGHTS FROM LEADING REGULATORS

FDA Office of Compliance’s Brooke Higgins Reviews Recent
Inspectional Trends in Aseptic Manufacturing and Path Forward

At the May 2024 PDA Good Aseptic Manufacturing Conference, FDA drug compliance
| official Brooke Higgins discussed recent FDA inspectional trends in aseptic
manufacturing. Higgins addressed three areas where the agency continues to see
problems: e aseptic technique e cleanroom behaviors, and e design of the aseptic
processing area. She offered insights on learnings from FDA warning letters and the
path forward. [See p. 3. Click HERE for previous Weekly Supplements.]

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

e CDER 2023 Report on New Drugs Regulatory Program Modernization ¢ EU Recommendations to Tackle
Shortages of GLP-1 Receptor Agonists ¢ FDA Guidance on EDDOs for Combination Products e USP June
Announcements include Revised Chapter on Drying ¢ EDQM 2023 Annual Report ¢« HMPC May 2024 Meeting

Report on EU Herbal Monographs and Other Activities

FDA DRUG GMP WARNING LETTERS

Company Facility Location Product Type

Sani-Care Salon Products Georgia Finished

READ MORE

EMA GMP NON-COMPLIANCE REPORTS

Company Facility Location Product Type

Wasdell Europe Ireland Finished
Amara Labs India API

FDA DRUG RECALLS

Among the eight recalls posted in FDA’s enforcement report during the week, none drew the most serious,

Class |, rating.
READ MORE

OTHER IPQ CONTENT RELEASED DURING THE WEEK

Also released during the week was Part IV of IPQ’s in-depth story on how the ICH goal of evolving its quality
guideline series to better support innovation has continued to be realized in 2023 and 2024. Part IV focuses on
the role of ICH’s new cell gene therapy discussion group (CGTDG).
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