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Session 15



❑ TRS 1033 - Annex 11: Good regulatory practices in 

the regulation of medical products

❑ TRS 993 – Annex 4: Guidelines on procedures and 

data requirements for changes to approved 

vaccines

❑ TRS 1033 - Annex 10: Good reliance practices in 

the regulation of medical products: high level 

principles and considerations

❑ TRS 978 – Annex 2: Guidelines for Independent 

Lot Release of Vaccines by Regulatory Authorities
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WHO guidance addressing reliance/recognition



WHO Global Benchmarking Tool (GBT) for 

evaluation of national regulatory systems of 

medicines and vaccines.

❑ RS03.04: Documented policies, procedures 

and mechanisms, including written criteria, 

are established for recognition and reliance 

on decisions of other NRAs (if applicable)

❑ ML3 status: signals a functional NRA others 

can rely on.
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WHO Global Benchmarking Tool
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In practice

❑ WHO National Control 

Laboratory Network for 

Biologicals (WHO-NNB)

❑ WHO-NNB information sharing 

platform



To make lot-release data and information available in importing countries, and thus avoid 

redundant retesting, a 2-step procedure is proposed:

❑ Manufacturer authorization: Permission for NCLs to share relevant LR data with WHO and 

Network members

❑ NCL agreement: Consent from the respective NCLs to share the data through the WHO-

NNB platform

Avoiding redundant testing of PQ-ed vaccines
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