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FDA DRUG RECALLS

Among the fourteen recalls posted in FDA’s enforcement reports during the two weeks, two drew the most 
serious, Class I, rating. One lot of injectables was recalled due to the presence of a glass particle. The other 
recall involved lots of various capsules and liquids tainted with undeclared acetaminophen and sildenafil.
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CURRENT INSIGHTS FROM LEADING REGULATORS

TGA’s Burnett Highlights Australia’s Inspection Reliance Framework

At the late August 2024 ISPE Singapore Conference, Therapeutic Goods Administration 
(TGA) Manufacturing Quality Branch Assistant Secretary Jennifer Burnett discussed: 
● regulatory requirements for manufacturers within Australia and overseas ● TGA’s 
GMP inspection reliance framework, and ● global alignment and complex supply 
chains. [See p. 3. Click HERE for previous Weekly Supplements.]
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FDA DRUG GMP WARNING LETTERS
CompanyCompany Facility LocationFacility Location Product TypeProduct Type
MMC Healthcare Tamil Nadu, IndiaTamil Nadu, India FinishedFinished
Makra Kozmetika Upper Carniola, SloveniaUpper Carniola, Slovenia FinishedFinished
Little Moon Essentials Dania Beach, FLDania Beach, FL FinishedFinished
Diamond Chemical East Rutherford, NJEast Rutherford, NJ FinishedFinished

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

● FDA’s In-Site Visitation Program ● Swissmedic Device Inspections in Hospitals ● 2024 ICH Implementation Survey 
Report ● Updates on Baxter Manufacturing Recovery after Hurricane Helene ● USP PEG Monograph Implementation 
Extension ● Japanese Pharmacopeia Drafts Open for Comment ● FDA Warning on Trinity Gold Drug Ingredients ● 
WHO Alert on Falsified USP/EP Propylene Glycol ● Consultation on EMA Network Strategy to 2028 ● Updated EMA 
Post-Authorization Guidance ● EDQM Consultation on Pharmeuropa 36.4 ● FDA DSCSA Exemption for Trading 
Partners ● MHRA 2024-2025 Business Plan ● FDA’s Draft “Information Chapter” on PQ/CMC ● South African and 
Australian Regulatory MOU ● Amendments to the Australian Poisons Standard ● FDA Modernization Efforts ● EMA 
Approval Process Efficiencies ● FDA CMC Pilot Program ● Updated EMA Pre-Authorization Guidance ● Comments 
to EMA on Quality and Equivalence of Topical Draft Guideline ● EMA on Elemental Impurities in Veterinary Products 
● EMA on AI in Drug Development ● Egypt and South Africa Regulatory “Work Sharing Initiative” ● FDA’s FY 2023 
GDUFA Science and Research Report ● National GLP-1 Supply Shortages and FDA Policies for Compounders ● 
Cofepris Digitalization of New Medicines Registration ● EDQM September Inspection, Certification and Reference 
Standard Activities ● Counterfeit Ozempic Pens in Australia
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