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Inside the Global Regulatory Dialogue

CURRENT INSIGHTS FROM LEADING REGULATORS

FDA'’s Robin Levis Provides Updates on the Agency’s Platform and
Advanced Manufacturing Technology Guidance Initiatives

At the September 2024 PDA Biomanufacturing Conference held in Gothenburg, Sweden,
FDA CBER Division of Viral Products Deputy Director Robin Levis discussed the impact
of the pandemic on regulatory collaboration/harmonization and provided an update on
the FDA guidance initiatives on platform and advanced manufacturing technologies
that have followed. [See p. 3. Click HERE for previous Weekly Supplements.]

UPDATES IN BRIEF: GLOBAL CMC/GMP DEVELOPMENTS

US: ¢ CDER MAPP on Response to CRLs e USP on NMR Spectroscopy for LG Polymers e FDA Guidance
on Tattoo Inks ¢ FDA MAPP on ICH Q12 ECs e HHS on Hurricane Helene Drug Supply Impact ¢ DMF Review
Guidance for ANDAs e FDA GDUFA Guidance on Reconsideration Requests ¢ CDER Study on Mitigating
Nitrosamine Formation e FDA’s “Things to Know” about Drug Shortage Management e FDA’'s Updated
Biosimilar Toolkit

EUROPE: ¢ HMPC’s 3-Year Work Plan e Swissmedic Fast-track and Temporary Authorization Procedures

INTERNATIONAL: e UK’s Point-of-Care Regulatory Framework e ICMRA-ICH-IPRP-PIC/S Joint Reflection
Paper e IPC Draft Chapter on GMP Disinfectants and Antiseptics e Australia’s Counterfeit Ivermectin Imports
e Indian Pharmacopoeia Cooperation with Regional Counterparts e Africa’s AUDA-NEPAD Administrative
Arrangement with EU e British Pharmacopoeia Public Consultation on 23 Draft Texts e TGA’s Updates to
Nitrosamine Impurities Acceptable Intakes

READ MORE

FDA DRUG GMP WARNING LETTERS

Company Facility Location Product Type

Diora Kimya Gaziantep, Turkey Finished
Soliteint Kozmetikai Pest, Hungary Finished
Omni Lens Gujarat, India Finished
Pinnacle Transplant Phoenix, Arizona HCT/P
Amnio Technology Phoenix, Arizona HCT/P
Stokes dba EpicurPharma Mount Laurel, NJ Compounded
Outin Futures Chungcheongbuk, South Korea Finished

FDA DRUG RECALLS

Among the six recalls posted in FDA’s enforcement reports during the two weeks, two drew the most
serious, Class I, rating. One recall involved all lots of capsules tainted with undeclared dexamethasone and
chlorpheniramine. The other recall involved microbial contamination in one lot of non-sterile liquid.

READ MORE
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