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GDF Progress and Challenges
This paper is a briefing report on GDF responses to the directive of the 13th Stop TB Partnership Coordinating Board Meeting held two years ago in October 2007 in Berlin.   At that time the core problems for MDR-TB drug supply and how to overcome procurement bottlenecks were identified as follows:
1. An opaque market for MDR-TB drug supply

2. Short-term paralysis in flow of MDR-TB drugs

3. Barriers, costs of entry and uncertain returns for the pharmaceutical industry

Before describing the current progress and challenges for each core problem, first is a summary of the GDF procurement process.  This is important in light of the fact that several TB partners are criticizing GDF inappropriately.

GLC approves TB programs for participation and GDF contacts the TB program with guidance and instructions on how to submit the Procurement Form. The TB program submits their quantification (should be as per GLC approved treatment regimen) including all logistics data; GDF reviews bottlenecks (country drug registration, delivery details, consignee contact addresses, documentation needed and correct quantities to procure); GDF clarifies drug issues with the country and involving GLC portfolio officer;  GDF submits the order request to the GDF contracted procurement agent and requests a quotation. Once the quotation has been reviewed by GDF and any required changes are made, the quotation will be submitted to the Procurement Agent for further order processing. After funds receipt (DP) or financial approval (Grant) the GDF procurement agent places order with suppliers indicating quantities, desired delivery date and cost of order; the procurement order, shipping dates and quality inspection dates are placed in GDF's order management system for later tracking and reporting; GDF procurement agent uses its contracted shipping agents and quality control agents to inspect samples before shipping; shipment is made primarily by air for MDR-TB drugs because of short shelf life.
GDF progress to date   

1. An opaque market for MDR-TB drug supply

The opaque market includes such barriers as: costs to enter the market, uncertain return for suppliers, delays in ordering and payment to suppliers and delivery to TB projects, and little accurate, reliable quantification of current global demand.
Certain sectors of the pharmaceutical market are still unclear about their willingness to participate in the GLC/GDF initiative for supplying quality drugs (largest and smallest manufacturers primarily).  However, GDF has made great strides to engage the entry of middle size companies through two stakeholders meetings:  (1) Mumbai, June 2008 and (2) Rio de Janeiro, March 2009.  These meetings resulted in GDF embarking on an expression of interest tender (EOI) where interested suppliers submitted dossiers for the products they wish to supply to GDF.  An expert panel (same as those who participate in the WHO prequalification scheme) reviewed the dossiers. 
 EOI suppliers received a clearer picture of the quality requirements, expected market size today and during scale up and which market share (volume) they could be contracted for depending on price negotiations and other procurement relevant parameters like drug registrations completed and lead time factors.  
Simultaneously GDF has strengthened its collaboration with the GF and both organizations have aligned and redefine their QA policies in order to harmonize the quality requirements and give a clear and common message to the industry.  According to the newly redefine policy the quality criteria considered are as follows: 
· Site of manufacture assessed to be GMP compliant by WHO Prequalification Programme (PQ) or Stringent Medicines Regulatory Authority (SNRA) or authority participating in PIC/S

· Product assessed and approved for safety, quality and efficacy by:

· WHO PQ Programme or

· SNRA or

· Expert Interim Review Panel convened by PQ*

*this option only applies where there are two or less products available under options 1 and 2 AND a full product dossier has been submitted to and accepted for review by WHO PQ or an SNRA. Purchasing of products under option 3 will be for an interim period (up to 12 months) only
2. Short-term paralysis in flow of MDR-TB drugs  
The short-term paralysis includes: no standardized process for short and longer term forecasting; inability to estimate the timing and reliability of demand from individual TB programs; no strong player to assure rapid payment and assume risk (eg. advance ordering)

GLC is ramping up its capacity in working with partners to produce more reliable, timely forecasts.  There is still much room for improvement in this area as there is a lack of patient enrollment data which is critical for correct quantification.  However, as a result of the EOI tender the GDF now has more qualified suppliers, there were only 2 sources for all 11 drugs available before, and now there are two or more sources for 7 of the 11 drugs. As a result of the EoI also the accessibility of XDR drugs has changed with 3 of 5 products now available (there were none prequalified before this).  The supplier selection process will continue and with the aim of adding even more qualified suppliers a rolling evaluating system is being put in place in collaboration with WHO PQ experts.
3. Barriers, costs of entry and uncertain returns for the pharmaceutical industry 

The barriers, costs and uncertainties for industry were identified as: technical requirements for production; high capital costs; scarcity of raw materials; shelf life risks; expensive, slow prequalification and approval process; high costs of country registrations and import fees; registration used to protect local industry; more attractive, predictable, captive, domestic and international markets for suppliers
 Many of the MDR-TB products are neither less or more complex to manufacturer than drugs for susceptible TB according to two of the main MDR-TB suppliers.  Instead they point more to availability of quality raw materials to produce the drugs.  These same problems will continue until such time as scale up is farther down the road.  Prequalification of suppliers is a slow process (about 24 months) unless the supplier has implemented good manufacturing practices and duly documented this through the dossiers submitted, which may reduce the timeline by six months or more.   However, GDF quality assurance policy does not restrict the criteria to only WHO prequalified suppliers, as explained above. Two new processes can reduce this timeline while suppliers are awaiting prequalification by the WHO team.  One is the EOI tender as mentioned above.  The other is to accept products from suppliers operating in countries that have stringent regulatory status (means the national drug regulatory authorities participate in an international scheme of quality).  This adds more supplier to the GDF available list of suppliers.   
GDF Operations

The below information is presented to dispel some of the misconceptions of what GDF is responsible for and how it operates.  They are grouped into several headings as follows:

1. GDF Role and structure

2. Division of responsibilities between GDF & GLC
3. Improvements and initiatives 

1. GDF role and structure
GDF has developed a new approach to promoting access to quality assured and affordable TB drugs by working with programmes to identify strategies that improve drug management and ensure rational drug use, thereby strengthening capacity. Through its Grant and Direct Procurement Services, the GDF has provided life-saving anti-TB medicine treatments all over the world. Moreover, the facility has secured competitive prices for quality assured anti-TB medicines through the use of global tendering mechanisms, pooled demand, and standardization of product selection and packaging. 
GDF's role is to screen incoming order requests, clarify any issues with the TB program and technical issues with GLC, draft and place order requests with the Procurement Agent, monitor procurement processes, address any procurement and logistics bottlenecks, drug quality assurance, contracting service providers (procurement agents and quality control agents), price negotiation with suppliers and promote mechanisms to reduce lead time and funding issues such as the recently implemented mechanisms through UNITAID support, the strategic drug stockpile and strategic revolving fund.  GDF outsources the rest of its supply chain services to procurement agents and groups of experts. For example: 

· Procurement agent:  procedures already described above.

· Consultant experts: were contracted to map the supply chain, recalculate the buffer inventory size, conduct strategic sourcing study, map and design a template to collect the information needed for monitoring and reporting, generate a global forecast for each SLD, prioritize and characterize markets, 
· Drug Management Sub Committee: was convened to address key issues on procurement of quality MDR TB medicines.  
Joint projects with other institutions: liking expertise with other entities, for example, a collaboration plan with Clinton Foundation underway to strengthen MDR-TB forecasts; 1st iteration of forecast completed.  Secondary objective of this project is to increase manufacturer confidence and thus the likelihood of producing MDR'TB medicines.

In order to perform its operations, GDF currently counts on 19 people (staffing has increased 58% at GDF from 2007 to 2009 from 12 to 19 persons and we expect to reach 23 staff by 2010).

The staff is hired at GDF following an international and competitive selection process. Additionally GDF does a comprehensive staff analysis every six months to ensure that any identified skill gaps are addressed though training or additional resources.

GDF is structured in sub teams. The MDR-TB sub-team is composed of personnel, which has extensive experience from other organizations and UN-Agencies with pharmaceutical procurement, drug quality assurance and drug management as well as field experience and the team leader with wide expertise in the pharmaceutical industry. 

2. Division of responsibilities 
A framework for collaboration with the GLC Secretariat has been recently concluded. Under that framework GLC is responsible for forecasting  and GDF for communication of forecasting to industry.
As mentioned above, GDF is responsible for the procurement of the drugs but should not be held responsible for: (1) quantification of drugs needs at country level (GLC consultants do this), (2) long delays on signing contracts and disbursing the funds (donor issues), (3) in-country importation procedures including necessary fees, paperwork, etc (in country issues that GDF reminds countries to take care of to avoid issues upon drug delivery), (4) drug management issues.
Several countries have weak capacities to handle MDR TB drugs and manage their TB Programmes - often this has been misinterpreted as poor performance by GDF. The following examples were experienced by GDF in recent months, but names of the countries have been withheld for 
· Projects that cannot release the drugs from customs and drugs don't get to the medical stores until month after than the shipment arrival 

· Delays in confirming and paying orders due to long in-country approval processes and bureaucracy

· Low patient detection rate, cases were drugs have been sent for a larger number of patients that those actually found and enrolled in treatment
· Issues in quantifying drugs needs can imply long back and forth between the program and GDF before an order can be placed. The drug quantification and management are not fully assessed in advance before GLC approval. 
· In country importation permissions and waivers. In several countries, the programs cannot request the importation permissions until the shipment is ready and all the documentation has been issued. It can take more than a month to obtain the permissions. 
· In some instances there are also complicated in country approvals, release of funds and coordination among programs and it can take several 8 months to finalize the quantification of the order and get all the approvals needed to release it to GDF for delivery. 
· GLC approvals do not necessary assess budget availability, in some instances there have been projects approved but unable to place an order because there was no funding to cover the drug purchases. 
· Non-availability of a product due to: supplier stopping the production due to poor quality raw material by the API supplier; nevertheless, due to recent staff improvement, GDF reacted very quickly almost unheard of in the pharmaceutical world (especially for SLDs which is non-attractive to producers due to low global demand and need to meet good quality assurance standards), results being that the drug should be back in circulation for GLC clients by February of 2010

· TB Programs with weak drug management leading to inefficiency and poorly management programs. 

3. Improvements and initiatives 
Some GDFservice indicators

	Indicators from the 2008 GDF progress report
	Results

	
	Current reporting

period (2008)
	Previous year 
(2007)
	Cumulative (2007-onwards)

	Number of orders placed
	69
	62
	131

	Average number of days from order finalization to first delivery (all orders) (*)
	109
	107
	

	Total value of orders placed (product costs only, US$)
	$18,474,763
	$11,455,017
	$29,929,780

	Total value of orders delivered (product costs only, US$)
	$ 12,074,662
	$4,283,525
	16,358,187


(*) Lead times: analysis should be based on facts after understanding the specifics of the case such as: how lead times were calculated, and who are the actors responsible for each of the lead time steps (application, approval, grant agreement, order placement, delivery time, and importation process). GDF would like a common understanding of what acceptable lead times are for procurement of second line drugs. GDF in collaboration with UNITAID has established a stockpile to help fill emergency orders due to poor in country drug management practices and a rotating fund so countries can order drugs while awaiting transfer of funds from donors

Initiatives established to improved drug supply of MDR-TB
· Strategic Rotating Stockpile (SRS) has been established, with the objective of increasing the initial Stockpile level from 800 patient treatments to 5,800 patient treatments. The SRS has been functional since April 2009 when the first drugs were received. From January to June 2009, 19 countries have benefitted from the Stockpile. The Stockpile has been used to complete orders due to late arrival of the ordered drug from the supplier or unavailability of the drug; it has also been used for emergencies or for avoiding potential stock outs. Lead times for emergency orders have been reduced to less than 30 days.

· Strategic Revolving Fund, a innovative, collaborative project addressing  MDR financing bottlenecks will be launched before the end of the year The SRF is a $22-million guarantee fund, its objective is to enhance and accelerate the availability and delivery of second-line anti-TB drugs by providing interim funding to countries with secured but potentially delayed financing. 

· GDF secured UNITAID approval for the amendment to the MDR-TB Scale-up initiative to include financing for 9,850 additional patient treatments in India (funding increase of 16 M USD). This scale up is anticipated for Q1 2010.

· GDF, in collaboration with FIND, GLI and GLC, has launched the Expand-TB second-line diagnostic project.  This project allows for the quick detection of MDR-TB, followed by coordinated provision of medicines.  Innovative in its approach, this project seeks to empower the countries by providing training and equipment to local staff ensuring the long term sustainability of the countries MDR program.

Challenges

· Increase in-country capacity in drug management and quantification. A common tool has not yet been decided on for the quantification of SLD.
· Improved forecasting and patient enrollment data by GLC
· GDF to increase its involvement in finalizing the negotiations with the manufacturers (currently a procurement agent function).

· Launch Stream B for non-GLC drugs
· Better communication/coordination to correct misconceptions and incorrect statements. 

· Continue the hiring of staff as planned.  GDF is expected to reach 23 staff in 2010.
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