
Step 9: Pharmacovigilance

1. Does the country have a tool for active surveillance of safety and 
[bookmark: Check72]toxicity monitoring of drugs in use and new drugs? 					|_|

2. If no, is there a plan to actively monitor safety and toxicity of the new 
[bookmark: Check73]product? (note: it is a critical element)							|_|

3. [bookmark: Check74]Does the MoH require any support to develop a pharmacovigilance system?		|_|

4. Is there a plan to request support from international partners (e.g., WHO) to capacitate
[bookmark: Check75]the MoH to develop such a system? 							|_|

5. [bookmark: Check76]Does the NRA require a risk management plan for the new product?			|_|

6. Is there a plan to report ongoing safety and toxicity data to the NRA and to the 
[bookmark: Check77]applicable global network?								|_|


Strong recommendation to develop an ongoing safety and toxicity monitoring plan and reporting. If support is needed to please reach out to the appropriate network to develop a reporting system.


