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Role of ICH M4Q and M16 In Modernizing the CMC 
Regulatory Process Explored by at 2026 CASSS WCBP 
Symposium 

 UNITED STATES   HHS: ● WHO Withdrawal  FDA: ● GDUFA Reports ● RMATs ● NAMs ● Pyrogens/Endotoxins ● 
Topicals ● BLANDA Supplements ● Unapproved Products ● 483 Responses ● Biosimilars ● CDER Guidances ● SUPAC 
Guidances ● NDCs/Barcodes ● Generics ● QMM Protocols ● IID ● Orange Book ● Medical Gases ● Safety Warnings ● 
ImportShield ● PreCheck Implementation ● ICH M4Q(R2) Release ● CBER INDs ● CGT CMC Requirements ● Dietary Supplement 
Recalls ● FDA/EMA AI Guide ● CBER Guidance Agenda ● 2025 Drug Approvals ● Orange Book Updates  USP: ● Updates ● 
Feb. Announcements ● Talc ● Dapagliflozin ● Jan. Announcements ● Digital Standards ● Monograph Revisions

 EUROPE   EMA: ● Stakeholder Activities ● Centralized Procedure ● Active Substances ● PQS ● 3D Printing ● IWG ● 
combination products ● IRIS Platform ● NMIs ● Nitrosamines ● Herbals ● HMA-EMA Network ● OOS ATMPs ● API Mixes/
Sterilization ● Herbals ● Vet mRNA Vaccines ● PIC’S GMP Papers ● Variations ● Herbal Workplan ● Orphan Products ● Non-
Mutagenic Impurities ● CHMP Workplan ● QWP Update ● Herbal Workplan ● Co-Processed Excipients ● Lifecycle Management 
Q&A ● OPEN Framework ● Substance Guidance ● Decentralized Procedures ● GMDP IWG ● 2025 Report ● Stakeholder 
Engagement ● ICMRA Meeting  EDQM: ● CEPs ● Animal-Free Testing ● CEPs ● Herbals ● Activities ● CEP Sisterfiles & 
Endotoxin Testing ● CEP Compliance ● Dec. Report ● Pediatric Formulary ● Data Quality in Ph. Eur.  EPC: ● RMMs  UK: 
● Supply Chain Legislation ● 5-year Report ● Vaccination Supply  MHRA: ● Animal Testing ● Space Manufacturing ● 
Weight Loss Drugs ● Erectile Medicines  BP: ● Reference Substances ● rAAVs & LV/RVs ● Monograph Omissions/Viewing 
● Monograph Consultation  APIC: ● Report ● Starting Materials  HMA/CMDh: ● Biologics Workplan  Swissmedic: 
● Ph. Helv. (2) ● OIPs/Topicals ● APIs/Herbals ● 2025 Report ● Notified Body Opinions ● GMDP Meetings  EFPIA: ● 
Biopharmaceutical Ecosystem

INTERNATIONAL  ICH: ● Q9(R1) ● M4Q(R2) & M15 ● Meeting Minutes  WHO: ● COFEPRIS Labs  Middle East: ● 
Supply Chain   Japan PMDA: ● NGS Virus Testing  Japan JP: ● Particle Sizing8 Health Canada: ● Fentanyl Precursors  
India: ● BA/BE Rules  India CDSCO: ● Medicine Quality ● PACs ● PAC Notifications  India IPC: ● Standard Use ● MOUs  
Australia TGA: ● Compliance Database ● Sunscreens ● GLP-1 Counterfeiting ● Recall Resources ● OTC Registration ● 
GMP Clearance Dashboard ● Compliance Principles  Mexico: ● Customs Oversight ● mRNA Vaccine Production  Peru 
DIGEMID: ● Enforcement ● Bioequivalence Study ● GMP Compliance/Counterfeiting  Chile ISP: Ketamines & Traceability  
Philippines FDA: ● Licensing ● Digital Platforms ● GMP Certicates Singapore HSA: ● eCTD ● Defect/Recall 
Reporting ● Reg Updates ● MOU with Indonesia Malaysia NPRA: ● GMP/Submission Guidelines ● DEG/EG Testing ● 
Variations Assessment  ISPE: ● Digital Guide  IPEC: ● IPEC-A Quarterly Journal ● Nitrites ● REACH Guide 
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