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Leveraging the principles

Leveraging the principles outlined in Q6B
outlined in QB6A: 4 Specifications: Test
Specifications: Test Procedures and

Procedures and Acceptance
Criteria for New Drug
Substances and New Drug
Products: Chemical
Substances

Acceptance Criteria for
Biotechnological/Biologic
al Products.
Considerable expansion
of biological modalities in
scope

|dentifying common unifying
GENERAL PRINCIPLES principles applicable to all
product types

ICH Q8-Q14
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c NAFZAVIZEDDINZTERXY T4, AnnexZERIT RNEEX Y T 4
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Synthetic peptides, Oligonucleotides, ADCs, Plasma derived products,
Radiopharmaceuticals, Fermentation products, Herbal medicinal products, Allergens...
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Expected Deliverable

Completion date

Jun. 2026 « Step 1 and 2a/b Sign-off
« Step 2 presentation
« Initiate work on training material

Jun. 2028 « Step 3 and 4 Sign-off
« Step 4 presentation
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