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	Pretomanid Procurement Requirements 



PRETOMANID PROCUREMENT REQUIREMENTS
CLIENT INFORMATION (Instructions: Please enter who this request is from, check the box “yes” or “no” and sign)
	Name of Institution
	

	Address
	


Supply of pretomanid through the Stop TB Partnership’s Global Drug Facility (GDF) is dependent upon TB programs agreeing to use pretomanid in alignment with current World Health Organization recommendations (outlined below).

Note: We recognize that in some countries, partners may be requesting and implementing pretomanid on behalf of the National TB Program; however, it is critical to recognize that responsibility for meeting the requirements ultimately rests with the National TB Program.  

1. By making this request to purchase pretomanid through GDF, the National TB Program confirms that the medicine will be used in line with the principles outlined in the Rapid Communication: Key changes to the treatment of drug-resistant tuberculosis 2019 on DR-TB on the use of pretomanid for the treatment of XDR-TB.

	
	YES
	NO

	Pretomanid will only be used as part of the novel BPaL regimen for patients with XDR-TB in combination with bedaquiline and linezolid and under operational research conditions that conform to WHO standards which include: patient-centred care and support, proper patient inclusion, principles of good clinical practice, active drug safety monitoring and management, treatment monitoring, outcome evaluation and comprehensive, standardised data collection. 
Or, on a named patient basis: In individuals with XDR-TB for whom design of effective regimen based on existing recommissions is not possible the BPaL regimen may offer benefits despite potential harms and may be considered under prevailing ethical standards. Use in these situations should be accompanied by individual consent, adequate counselling on potential benefits and harms, and active monitoring and management of adverse events. Individual should be advised that reproductive toxicities have been observed in animal studies and the potential effect on human male fertility have not been adequately studied. 
	
	


2. The National TB Program agrees to take responsibility for the management of patients to whom the drug will be given and for any adverse events that might occur as a result of the use of the procured drug. 

3. The National TB Program recognizes that Technical Assistance is available to all eligible countries and that the country can access that Technical Assistance by requesting it by sending an e-mail here: gdf@stoptb.org . 

By signing below, the National TB program certifies that they meet all of the requirements and conditions as outlined in this document.

________________________________________

__________________________________

 National TB Program Manager (or representative)

Date
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