

BOTSWANA-SPECIFIC ANNEX (BSA)

The Botswana-Specific Annex (BSA) describes a product’s proposed risk management plan (RMP) to be implemented in Botswana.


1. PRODUCT OVERVIEW

	Product name:
	

	Approved generic name (use INN if any), strength, pharmaceutical form
	

	Registration Number and Schedule
	

	Therapeutic Class and ATC Code
	

	Approved Indication  
	

	MAH Name and address
	

	Details of applicable QPPV and/or designated LTR
	

	RMP Version and Effective Date
	
























2. SAFETY CONCERNS
Please list the safety concerns as per the RMP and provide explanations for any differences with relevance to the Botswana context in the appropriate boxes below. State "Nil" if there are none.

	Important identified risks
(Adverse reactions with adequate evidence of an association with the product that could impact its benefit-risk balance)
	

	Important potential risks
(Safety concerns with suspected but unconfirmed association with the product that could impact its benefit-risk balance)
	

	Missing information
(Clinically significant gaps in knowledge about the product's safety profile or its use in particular patient populations)
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3. PROPOSED LOCAL PHARMACOVIGILANCE (PV) ACTIVITIES
  
1. Kindly note all Routine PV activities and Additional PV activities and a summary of the applicability of the said measures in Botswana. 
	Safety Concern
	Pharmacovigilance Activity
	Routine or Additional
	Comment on applicability in Botswana

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	




1. Kindly describe any additional PV activities that will apply only to Botswana in the table below:

	  Are you proposing any additional PV activities specific to Botswana?

	 No  Yes
Please provide further details below (e.g. type/title of activity, safety concerns addressed,
milestones and due dates), or provide an attachment (to indicate below) describing the details.















4. PROPOSED LOCAL RISK MINIMISATION MEASURES (RMM)
a) Kindly note all Routine Risk Minimization Measures and Additional Risk Minimization Measures and a summary of the applicability of the said measures in Botswana. 
	Safety Concern
	Risk Minimization Measure
	Routine or Additional
	Comment on applicability in Botswana

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



b) Kindly describe any additional PV activities that will apply only to Botswana in the table below:

	 Are you proposing any additional RMM specific to Botswana?

	 No  Yes
Please provide further details below (e.g. type of RMM, safety concerns addressed), or provide an attachment (to indicate below) describing the details. The proposed local RMP materials should be submitted in the application.



5. Declaration
1. The undersigned certify that all the information in Risk Management Plan and accompanying 
documentation is correct, complete and true to the best of my knowledge. 
 
2. I further confirm that the information on all Risk Management activities will be available for 
verification during Good Pharmacovigilance Practice (GVP) inspection. 
 
3. I also agree that the Qualified Person for Pharmacovigilance in collaboration with the Marketing Authorization Holder (MAH) will implement all activities contained in the Risk Management and Pharmacovigilance plans for this product in accordance with BoMRA requirements.

	Qualified Person for Pharmacovigilance Details


Name: ____________________________

Signature: __________________________


Date: _____________________________
	Local Technical Representative Details (if applicable)

Name: ___________________________

Signature: _________________________ 


Date: ____________________________
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