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	Summary Sheet

	Agenda nr. 2.08-10.0
	Subject
	Improving the Supply of and Demand for Quality-Assured 2nd-line TB Drugs

	For information  FORMCHECKBOX 

	For discussion X
	For decision X

	Rationale: 

Good progress was made in the last year to alleviate the impact of shortages in Quality-Assured 2nd-line TB drugs. Many delivery obstacles have been resolved; communication with projects was improved and delivery times have been shortened. The UNITAID-financed Buffer Stock has been particularly important in speeding drug deliveries to projects. The further accumulation of buffer stocks and the implementation of the new UNITAID-financed Revolving Fund will allow for further efficiencies.
Additional, more modest, progress was made increasing the supply of quality-assured (QA) drugs. Five new products were provisionally approved by the Global Drug Facility, pending their approval by WHO Pre-Qualification, and one new drug was formally pre-qualified. Relatively little progress was made increasing the numbers of suppliers approved by WHO Pre-Qualification; yet there is now greater interest from suppliers in pre-qualification: three new dossiers were submitted in 2008 and two firms have committed to submit dossiers on 4 products by the end of the year. The details of this progress are provided in the short Background Paper that accompanies this Summary Sheet. 

	Summary: 

It has become increasingly clear, however, that demand for 2nd-line TB drugs is rising rapidly in high MDR-burden countries – resulting from policy changes, increased funding for MDR-TB treatment and, importantly, from the significant investment being made in laboratory and diagnostic capability. As more and more MDR-TB patients are identified, they will be enrolled for treatment. The fundamental issue is whether or not this treatment will be provided using quality-assured drugs and under proper conditions for Programmatic Management of Drug-Resistant TB. MDR-TB Working Group leaders are convinced that improving the Demand for QA 2nd-line TB drugs is ultimately the only sure means of increasing the supply of them. Inadequate Quality-Assured Demand is a threatening problem, because sales of 2nd-line TB drugs that are of uncertain quality are expanding rapidly. In China and Russia alone, for example, sales of 2nd-line TB drugs of uncertain quality were estimated to have amounted to $75 million in 2007, which is more than 10 times the value of quality-assured 2nd-line drugs delivered through the Global Drug Facility to GLC projects last year.

The Green Light Committee (GLC), the Global Drug Facility, the MDR-TB Core Group and Working Group are now considering recommendations for changes in operating procedures that will help increase supply of quality-assured 2nd-line drugs and further reduce delivery delays and obstacles. But these recommended changes could  have an even more significant impact by making it more likely that large countries, which are set to enrol many patients on MDR-TB treatment, will treat patients under GLC auspices and, most importantly, will increasingly do so with drugs that are quality-assured, rather than with drugs of uncertain quality. The recommendations now under consideration are summarized in the accompanying Background Paper. 

	Decisions requested (from Stop TB Coordinating Board): 

1) Support appropriate increases in staff levels over and above current normative levels in the GDF/GLC secretariats and/or hosted by partner agencies, where justified by significant ramping up of engagement with industry and governments in line with the objectives of the April 2009 meeting
2) Support funding to engage consultants to assess public and private market purchases of SLDs in the high burden countries
3) Support a major financial commitment for funding QA SLD purchases for all projects approved by, and in good standing with, the GLC
4) Support an approach to increase demand for quality-assured 2nd-line TB drugs (as defined by standards and requirements of the WHO Pre-Qualification Project, or those of Stringent National Drug Regulatory Authorities), such as is outlined in the Strategic Options paper
5) Support an appeal to all donors that they provide funding only for quality-assured 2nd-line drugs, as defined by standards and requirements of the WHO Pre-Qualification Project or those of Stringent National Drug Regulatory authorities
6) Support high level appeals to countries – that they: 
· Increase their financial commitment to purchase QA drugs; 

· Encourage their domestic pharmaceutical manufacturers to have TB products approved by WHO Pre-Qualification; and 

7) Encourage their national drug regulatory authorities to join the ICH (the International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (www.ich.org)), either as ICH members or as ICH associated countries or ICH observers, and to begin the process of harmonizing their drug quality standards and requirements with those of WHO.
8) Support a high level appeal to high MDR-TB-burden country leaders to sign a resolution in Beijing to begin taking concrete steps towards stricter regulation of the use of second-line drugs in their public and, especially, private sector markets.

	Implications (political / financial / staffing, etc): 

1. To be determined

2. ~ US$ 100,000 - 200,000 (subject to confirmation)

3. ~ US$ 250M over 5 years (see background paper)

4. Political implications: requires acknowledgement that countries are now treating many MDR-TB patients with 2nd-line drugs of uncertain quality and willingness to take a multi-pronged approach – programmatic and advocacy initiatives and a significant financial commitment - to reverse the current, worrisome trends, and to achieve widespread programmatic management of MDR-TB, with quality-assured drugs, over time
5. Political Implications: requires clear consensus and commitment by all Partnership donors/funders on the importance of quality-assured 2nd-line drugs, and their effective collaboration to encourage recipient countries towards harmonization and acceptance of essential quality standards 

6. Political implications: Requires an unprecedented and coordinated high level engagement of government officials in high-burden MDR-TB countries, WHO, donors/funders, industry and other stakeholders as well as the airing of concerns in direct, uncensored terms



	Next Steps

	Action Required: As above

	Focal Point: GLC, GDF, DMSC, Director STB, Executive Secretary STB Partnership


____________________________________________
15th Stop TB Partnership Coordinating Board Meeting 

28-29 October 2008 - Bagamoyo, Tanzania
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