
PRODUCT REGISTRATION TOOLKIT

This resource is intended to aid in the preparation of materials for product registration. 
It does not constitute legal advice.
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Regulatory Pathway Decision Tree

Instructions: Several potential regulatory pathways may be available to register 
your product. Use this decision tree to help identify which regulatory pathway 
would be most advantageous.

Do you intend to register the 
product in multiple countries?

PURSUE NATIONAL-LEVEL REGISTRATION. The national registration process will be faster and 
simpler if the product has prior approval from a regional platform or WHO Collaborative Procedure.

Has the product received WHO 
prequalification or approval from an SRA?

Do you have the time and resources to 
apply for full WHO prequalification? 

Are 2+ of the countries in 
the same region?

Consider applying for full WHO 
Prequalification to enable use of 
the WHO Collaborative Procedure. 

Your product may be eligible for accelerated 
registration, which can be a cost-effective 
option resulting in expedited approval at the 
country level. 

See WHO’s “Collaborative Procedures for 
Accelerated Registration.”

Consider leveraging regional 
harmonization. Some regions*  
currently offer standardized guidelines 
and expedited review, which can 
accelerate national registrations.

*EAC, ZAZIBONA, and CARICOM
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