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FDA DRUG RECALLS

Among the eight recalls posted in FDA’s enforcement report during the week, one drew the most serious, 
Class I, rating. It involved sunscreen contaminated with Aspergillus sydowii mold.

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

● CBER’s Updated 2024 Guidance Agenda ● FDA Q&A Guidance on Postapproval Changes to Biosimilar/
Interchangeable Products ● EMA Revised Guidance on Nitrosamines ● Ph. Eur. Open Consultation on Two 
Ustekinumab Monographs ● British Pharmacopoeia New and Revised Monographs ● Revised FDA Guidance 
on Application User Fees for Combination Products ● FDA Orange Book Updates ● FDA Reminder to OTC 
Hand Sanitizer Manufacturers of OMUFA Facility Fees
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READ MORE
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CURRENT INSIGHTS FROM LEADING REGULATORS

FDA Biologics Reviewer Advises Reaching Out to the Agency Early on the 
Challenges in Developing and Validating Rapid Microbial Methods

At the May 2024 FDA Regulatory Education for Industry (REdI) annual conference, CBER 
reviewer and standards expert Seth Schulte gave a presentation on the evaluation and 
implementation of rapid microbial methods (RMMs). He discussed: ● the RMM regulatory 
space ● RMM validation ● relevant compendial coverage and agency guidance, and 
● common deficiencies observed with the development of RMMs. Companies that 

are deploying RMMs in product/process development or considering changing to them will find 
Schulte’s insights highly valuable. [See p. 3. Click HERE for previous Weekly Supplements.]

FDA DRUG GMP WARNING LETTERS
CompanyCompany Facility LocationFacility Location Product TypeProduct Type
Art of BeautyArt of Beauty OhioOhio FinishedFinished
ARG LaboratoriesARG Laboratories TexasTexas FinishedFinished
Max ChemicalMax Chemical Puerto RicoPuerto Rico FinishedFinished
YangZhou SuXiangYangZhou SuXiang ChinaChina FinishedFinished
Jiangsu HengruiJiangsu Hengrui ChinaChina FinishedFinished
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