National Regulatory Authorities

Ensure operationalization of (regional & country) legal frameworks

Leverage the WHO GBT + medical devices and AMDF guidance to streamline & harmonize MD & IVDs guidelines (i.e. pilot
in South Africa)

Africa Ensure transparency of the regulatory process (e.g: up to date online repositories (regulatory guidelines, listing of
authorized tests/devices, licensed distributors, etc.) for timely access)

Improve the interface between NRAs and HTA

Transparent and streamlined evaluation protocols & result sharing
Enhance engagement with national regulators and manufacturers to align policies and support WHO-PQ product uptake

Advocate for strong political commitment and resource mobilization to scale up TB diagnostics
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