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Only CQAs should be tested in specifications, but not all CQAs should be in the specifications
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Substitution of in vivo method(s) 
by in vitro method(s) for the 
quality control of vaccines

Indian Ph  2022 addendum 
Substitution of in vivo 
method(s) by in vitro 
method(s) for the quality 
control of vaccines

WHO 2024 DRAFT guideline 
on removal or replacement of 
animal tests for the quality 

control of biological products

CPC specification 
improvement project:  
guideline on in vivo 
potency assay replacement
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BET recombinant reagents  
alternatives to LAL/TAL

Monocyte Activation Test (MAT) 
Alternative to Rabbit Pyrogen Test (RPT)
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