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FDA DRUG RECALLS

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

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

● Product-Specific Guidance Meetings Between FDA and ANDA Applicants Under GDUFA ● Launch of the 
Indian Pharmacopoeia Online Portal ● EMA ICH M13A Guideline Q&A ● Pakistan’s DRAP Application to PIC/S 
● WHO Draft Monographs for the International Pharmacopoeia
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CURRENT INSIGHTS FROM LEADING REGULATORS

Facility Issues are Increasingly Prominent in CDER Complete Response 
Letters for BLAs

In the opening session of the August Duke-Margolis meeting on “Continual Improvement of CDER 
BLA Submission, Assessment, and Facility Readiness/Inspection: CMC for Biologics & Biosimilars,” 
three CDER officials provided an analysis of trends in Complete Response Letters (CRLs) for Biologics 
License Applications (BLAs). Participating in the CDER presentation were: ● Center Director Patrizia 
Cavazzoni, who introduced the topic and issues involved ● Senior Pharmaceutical Quality Assessor Max 
Van Tassel, who explored the facility deficiencies identified in the CRLs, and ● Lead Interdisciplinary 
Scientist Brian Roelofs, who focused on the process control issues involved.  [See p. 3. Click HERE for 
previous Weekly Supplements.]

FDA DRUG GMP WARNING LETTERS
CompanyCompany Facility LocationFacility Location Product TypeProduct Type
Eugia PharmaEugia Pharma IndiaIndia FinishedFinished
Intercos Europe ItalyItaly FinishedFinished

READ MORE

EMA GMP NON-COMPLIANCE REPORTS
CompanyCompany Facility LocationFacility Location Product TypeProduct Type
Anhui Bayi The NetherlandsThe Netherlands FinishedFinished
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