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Introduction:Pre WHO GBT and Post WHO GBT

• The main objectives of the May 2023 formal benchmarking are to: 

1. Benchmark the status of the regulatory system in the areas of medicine 
regulation using the WHO Global Benchmarking Tool (GBT). 

2. Review and document the progress with IDP implementation following the last 
benchmarking mission conducted in August 2021.

3. Update the IDP of MCAZ and other involved affiliated institutions, if applicable, 
to address existing as well as new and/or potential gaps with prioritization of 
recommendations for implementation of the same to continually improve the 
overall maturity level of the regulatory system.



Circular 14 of 2022



Circular 14 of 2022 – Updated 



Circular 11 of 2023 – Updated 



Product reregistration requirements

• The Guideline on Renewal of Product 

Reregistrations

• Module 1 strictly hardy copy, with 

Module 1 – 5 as soft copy

• Application form and QIS on the MCAZ 

website



Product reregistration fees

❖ No fees charged at present

❖ MCAZ may levy application fees 

from 16/09/2023 (anniversary 

of circular 14 of 2022).

❖ Application fee may be 

substantially increased 

biannually: human resources 

and increase in applications




