DOC 2.08-3.1.A.1 GLI

QUESTIONNNAIRE FOR COMPLETION BY THE

CHAIR AND SECRETARY OF THE WORKING GROUPS or SUBGROUPS 
BACKGROUND INFORMATION
The Partnership’s working groups have played a major role in TB control, research and advocacy. Depending on the issue in question the working groups and subgroups have taken different roles and activities. Probably the most important role of the working groups is the completion of their strategic 10-year plans within the Global Plan to Stop TB 2006-15. In general, however, the working groups and sub-groups also serve as forums for engaging TB partners, discussing issues and progress achieved, and coordinating activities.  
Measuring the full effectiveness and efficiency of the working groups and subgroup has proven difficult. One of the recommendations of the Independent External Evaluation of the Stop TB Partnership highlighted the need for the Coordinating Board to review all the working groups periodically. The full recommendations are available at the following web address: http://www.stoptb.org/resource_center/documents.asp
In this regard, the Stop TB Partnership Secretariat has developed this questionnaire to initiate the process of a review and to collect information to assess the status of the current working groups and subgroups. 
A. OBJECTIVES, ACTIVITIES and FUNDING NEEDS OF THE WORKING GROUP or SUBGROUP
1. Describe briefly the objectives of your working group or subgroup
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2. Describe the key activities to be undertaken by the working group or subgroup in 2008 and 2009 (i.e. activities included in your work plan 2008-2009) (Short description has to be given for each activity) 
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3. Please indicate the annualized targets (2008 and 2009) quantified as far as possible, and demonstrate how each contribute to the Global Plan milestones. 


4. Please describe briefly the structure of the working group or subgroup and its operational modality (core group or none, frequency of meetings, means of communications, etc.).

B. PARTNERS AND STOP TB PARTNERSHIP'S CONTRIBUTION

To evaluate the level of effort the working group or subgroup is expecting to put in (staff and funding).
1. Indicate names of key partners/people responsible and working in developing and delivering each activity described in A.2 in 2008 and 2009.

2. For the concerned activity, indicate the expected contribution(s) (funding, contractual services, facilities, training, travel, consulting, research, etc) from the partner(s) and the Stop TB Partnership Secretariat.

3. Please indicate how the working group or subgroup engages with its constituencies in a regular manner.

C. WORKING GROUP vs. SUBGROUP
1. Indicate the added value for your group to be a working group or subgroup? 

m1. Indicate the added value for your group to be a working group or sub-group? 

2. Please specify why you need to continue as a working group or becoming a working group (for subgroups)? Please specify an estimated duration of time for the working group?


Lack of diagnostic capacity is a crucial barrier preventing an effective response to the challenges of TB-HIV and drug-resistant TB. Consensus evolved in 2007 among key stakeholders that a Global Laboratory Initiative (GLI) was needed to guide and coordinate the massive scale-up in TB laboratory capacity and the paradigm shift needed in providing laboratory policy guidance, setting norms and standards, coordinating technical assistance, and accelerating knowledge transfer, within a global and integrated laboratory network. The concept of GLI was subsequently presented to and endorsed by the STP Coordinating Board in October 2007 and introduced with strong support during the Annual Union Conference on Lung Health in Cape Town in November 2007. The role of WHO within GLI was endorsed by the Strategic and Technical Advisory Group for TB (STAG-TB) during the annual STAG-TB meeting in June 2008.





The Global Laboratory Initiative (GLI) consists of a network of international partners involved in a multi-faceted, integrated approach to laboratory capacity strengthening, with TB as a primary focus. The GLI mission is to serve as a platform of standardisation, coordination and communication, providing the required infrastructure and resources to address the following key objectives:





Providing global policy guidance, norms and standards; 


Facilitating and accelerate laboratory capacity development;


Ensuring appropriate integration with other laboratory networks;


Fostering increased collaboration with all stakeholders; 


Coordinating and facilitating technical assistance;


Promote effective knowledge sharing;


Strengthening laboratory advocacy and increasing resource mobilization.



































Development of laboratory norms and standards, including specifications for TB laboratory equipment, standard operating procedures for TB laboratories, policy guidance and technical manuals for first- and second-line drug susceptibility testing, and assessment of evidence for WHO policy recommendations on the use of new technologies.





Acceleration of country-level laboratory strengthening, guided by a template/roadmap for country-specific strategic plans on TB laboratory strengthening, being developed under WHO leadership with input from various technical agencies, and country TB Programme and Laboratory Managers. A survey of current laboratory services and most urgent needs in the 22 high burden countries, as well as partner efforts and investment in these countries has been completed by Management Sciences for Health (MSH) and will be used to inform the roadmap process, map available resources and identify resource gaps.


 


Prioritization of human resource development and training, including development of a comprehensive training and retention strategy, training a cadre of laboratory consultants from developing countries, and developing leadership and advocacy for integrated laboratory management training programmes with co-sponsorship and support of other laboratory networks and programmes. Partner organizations with an active interest and involvement include the Association of Public Health Laboratories (APHL), the Netherlands Tuberculosis Foundation (KNCV), the US Centers for Disease Control and Prevention (CDC), the Union, MSH and WHO.   





Laboratory accreditation, involving a task force lead by the International Organization for Migration (IOM) and consisting of international experts and key partners, to develop a consensus strategy and proposal for a voluntary laboratory accreditation programme for national TB reference laboratories and selected country level regional laboratories.





Laboratory biosafety, involving an expert consultation under CDC and WHO leadership to achieve consensus on appropriate biosafety standards for laboratories in resource-constrained settings, develop appropriate biosafety manuals, develop guidance on planning, engineering and design of laboratories, and design a comprehensive training plan and training materials.


 


Expansion of the Supranational Reference Laboratory Network, to fill existing geographical gaps, to enable SRLs to assume broader laboratory strengthening responsibilities and to meet the demand for expanded global drug resistance surveillance capacity.  





GLI demonstration projects in 16 MDR-TB priority countries, in collaboration with UNITAID, FIND, GDF and other partners, resulting in the largest scale-up of laboratory strengthening to date in response to the diagnostic demand created by drug-resistant TB.  Specific country case studies will also be used to demonstrate integrated laboratory strengthening models, notably with HIV.
































Assuming universal access to TB culture and drug susceptibility testing (DST), as called for by the World Health Assembly in May 2007, current analyses indicate a global need of least 60 million culture investigations and at least six million DST investigations per year by 2015, in addition to the almost 120 million microscopy investigations needed annually.  Given current laboratory capacity to conduct around 10 million culture- and less than one million DST investigations, the huge increase to meet the forecast demands of the Global Plan is evident, estimated to require the following:  





Establishment of at least 5 000 new microscopy laboratories;


Establishment of at least 2 000 new culture and DST laboratories;


Training of at least 9 000 new laboratory technicians in smear microscopy;


Training of at least 23 000 new laboratory technicians skilled in culture and DST;


At least USD 1 billion in laboratory infrastructure and annual/variable cost.





The most comprehensive activity of GLI to date involves the acceleration and expansion of laboratory capacity to meet the diagnostic challenges of drug-resistant TB in 16 MDR-TB priority countries, through the UNITAID-supported project listed above.  The aim of this project is to enable access to quality-assured diagnostic services to 74 000 MDR-TB patients (15% of the estimated current burden), thereby assisting countries in addressing the diagnostic and treatment targets of the Global MDR-TB Response Plan. Annualized milestones/targets for activities include the following:





Laboratory norms and standards


WHO policy recommendations on the use of line probe assays for rapid screening of patients at risk of MDR-TB:  Completed mid-2008;


Specifications for TB laboratory equipment:  Completed end 2008;


Standard operating procedures for TB laboratories:  Completed end 2008;


Policy guidance for first- and second-line DST:  Completed mid 2008;


Technical manuals for first- and second-line DST:  Completed mid 2009;





Roadmap for country-level laboratory strengthening:  Completed mid 2009;





Human resource development strategy:  Completed end 2009;





Laboratory accreditation systems: Completed end 2010;  





Laboratory biosafety


Guidance on planning, engineering, and design of integrated biosafety-level 2 and 3 laboratories:  Completed mid-2009;


Guidance on specifications, use, and operations of simple cabinets for smear microscopy: Completed mid-2009;


Laboratory biosafety manual:  Completed mid-2009;


Laboratory biosafety training package:  Completed end 2009.





SRLN expansion:  Six new SRLs added:  End 2010





GLI demonstration projects


Laboratory capacity established in Africa:  End 2008;


Laboratory capacity established in Eastern Europe:  End 2009;


Laboratory capacity established in South-East Asia:  End 2010.





























GLI secretariat (Lead/Focal point)


WHO-STB (K Weyer) 





GLI Core Group


CDC (J Ridderhof, T Shinnick):  


Union (A van Deun):  


IOM (Chris Gilpin):


SRL Argentina (L Barrera):


SRL UK (F Drobniewski):


SRL Hong Kong (K Kam):


FIND (R O'Brien):


Patient/Community constituency (C Gordon):


NTP constituency (M Joloba):





GLI Technical Working Groups


Laboratory strengthening roadmap (WHO-STB/K Weyer)


Human Resource Development strategy (SRL-UK/F Drobniewski; Consultant P Ederer)


Laboratory biosafety (CDC/J Ridderhof, P Jensen, T Shinnick; WHO/V Vincent, K Weyer)


Laboratory accreditation (IOM/C Gilpin)


SRLN expansion (WHO/K Weyer)


GLI demonstration projects (WHO/K Weyer, V Vincent; FIND/E Lee, G Roscigno; GDF/R Matiru





GLI Partners (as of date)


American Society for Microbiology (ASM)


Association of Public Health Laboratories (APHL)


Bill & Melinda Gates Foundation


Centers for Disease Control and Prevention (CDC)


CDC Global AIDS Programme (GAP)


Fondation Merieux


Foundation for Innovative New Diagnostics (FIND)


Industry 


International Union Against TB and Lung Disease


KNCV


Union


Merieux Alliance


Management Sciences for Health (MSH)


Medicins Sans Frontiers


National TB Programmes


PEPFAR


Stop TB Partnership Working Groups (New Diagnostics, MDR-TB, Retooling Task Force, DOTS Expansion)


TDR


UNITAID


USAID


WHO Departments other than STB























Laboratory strengthening roadmap


WHO-STB:  Funding, training, travel, consulting, research


TBCAP:  Funding


KNCV:  Contractual services, travel


MSH:  Contractual services, travel





Human Resource Development strategy


SRL-UK:  Facilities, training, consulting, contractual services





Laboratory biosafety


CDC:  Funding, contractual services, facilities, training, travel, consulting, research


WHO-STB:  Funding, travel, training, travel, consulting, research


TBCAP:  Funding


USAID:  Funding





Laboratory accreditation


IOM:  Contractual services, training, travel, consulting


 


SRLN expansion


WHO-STB:  Funding, training, travel, consulting


USAID:  Funding


 


GLI demonstration projects


WHO:  Funding, training, travel, consulting, research


FIND:  Funding, training, travel, consulting, research


GDF:  Funding, training, travel, consulting


UNITAID:  Funding


GAP:  Funding, facilities


PEPFAR:  Funding


ASM:  Funding, training, travel, consulting


CDC:  Training, travel, consulting





Support to GLI secretariat


Stop TB Partnership Secretariat:  Funding


WHO-STB:  Funding, travel, consulting, research


TBCAP:  Funding


USAID:  Funding





























Adequate detection of TB - notably HIV-associated and drug resistant TB - remains critically constrained by the lack of diagnostic services. Although new diagnostic tools for TB have been developed and introduced as standard of care in developed countries, their uptake in resource-constrained settings are hampered by cost, complexity, and the lack of adequate and appropriate laboratory infrastructure.  This leaves large numbers of patients undetected, erodes faith in public health services, impedes control efforts, increases morbidity and mortality, and - most importantly - allows continued transmission of disease.





Progress towards meeting the targets of both the Global Plan and the MDR-TB Response Plan is seriously compromised by the inadequacy of current laboratory services.  In addition to the need for new, robust and affordable diagnostic tools, the massive scale-up of laboratory services needed to address the challenges of DOTS expansion, HIV-associated TB and drug-resistant TB requires a paradigm shift in providing laboratory policy guidance, setting norms and standards, coordinating technical assistance, and accelerating knowledge transfer, preferably within a global and integrated laboratory network.      





In response to the huge need for TB laboratory strengthening at country level, many international agencies and donors have expressed interest in investing resources in laboratory capacity development. Appropriate norms and standards, policy guidance and effective knowledge dissemination, and sustained, prolonged and coordinated technical assistance (TA) will be integral to success. However, as countries are scaling up laboratory services to meet the diagnostic challenges, a cross-cutting and coordinating core infrastructure is necessary to avoid the risks associated with unilateral initiatives by different disease programmes, technical agencies and donors trying to independently develop guidelines, improve laboratory infrastructure, and supply equipment and reagents. Anecdotal evidence from technical assistance missions at country level suggests that a waste of resources, unnecessary duplication, and confusion due to conflicting technical advice are to a large extent the result of a lack of global guidance and coordination, which the GLI can address most effectively as a Working Group with a mandate for global coordination. 





Integration of TB laboratory strengthening efforts into routine health services provided by country Ministries of Health is imperative, as is a stable political environment to allow sustained integration of contemporary diagnostic and laboratory standards into National TB Programmes.  As a Working Group the GLI, with its broad-based and multisectoral membership, and with the core secretariat functions provided by WHO, will be in a position to influence and facilitate the much needed integration and sustainability of TB laboratory services as part of overall health systems strengthening, both at global and country level.  






































Laboratory services constitute a cross-cutting health systems component, and the GLI already functions across various Working Groups, with established links to and active interaction with several WGs, including New Diagnostics, MDR-TB, TB-HIV, DEWG and the Retooling Task Force.  New scientific advances, increased recognition of the importance of laboratory services in TB control, increased engagement of industry, and increasing funding opportunities require the profile of GLI to be raised in recognition of the strategic role of laboratory services in TB control. 





Membership of the GLI continues to grow, with several of the most influential technical and funding agencies having joined and already making a major contribution to the activities and achievements of GLI.  Working Group status will provide the necessary umbrella structure to facilitate the GLI core responsibility of integration, partnership building, and coordination of laboratory activities, while ensuring that the added value of GLI is optimised in appropriate recognition of its scope of activities, level of responsibility, and achievements.  





In reality, the GLI already functions as a de facto Working group, but without access to the associated resources and benefits.  For example, the GLI Chair acts as chief liaison with other WGs but is not formally represented on the STP Coordinating Board or on the WHO Strategic and Technical Advisory Committee for TB (STAG-TB).  The GLI Secretariat receives a relatively small component of the overall DEWG budget. Elevating the GLI to a full WG will allow institutions and technical agencies to better support GLI activities and the Secretariat through direct financial and staff support. 





Given the strategic importance of laboratory strengthening for TB control, the current gap in laboratory capacity and the need for massive scale-up, the GLI will have to function as a WG at least until 2015. 




















Organizationally, the GLI is currently a subgroup of the Working Group on DOTS Expansion. Functionally, the GLI serves as an independent, technical expert advisory group to WHO, the Stop TB Partenrship, development agencies, funding agencies, and WHO member states.  Structurally, the GLI consists of individuals with expertise in multiple laboratory disciplines, representing constituencies of stakeholders and/or institutions involved in global and country-level laboratory strengthening.   Membership to GLI is open.





Similar to other Working Groups, GLI activities are overseen by a Core Group of 10-14 members, which acts as a steering committee to guide, evaluate, approve, support and facilitate GLI projects.  The GLI is supported by a Secretariat hosted by the WHO Stop TB Department (STB), Geneva, which provides strategic guidance, supports the governance of GLI, facilitates coordination of GLI priority projects, and serves as the focal point for TB laboratory strengthening activities at WHO. The Secretariat works closely with national TB programmes, nongovernmental organizations, technical and funding agencies, WHO offices at country and regional levels, and STP Working Groups.  In keeping with its normative mandate, key responsibilities of WHO within the GLI include:





Providing the GLI Secretariat, with responsibilities as outlined above;


Providing strategic global guidance on TB laboratory strengthening;


Facilitating the development of evidence-based global laboratory policies, norms and standards through partner contributions;


Facilitating GLI partner coordination and technical assistance;


Facilitating country-level laboratory strengthening efforts;


Enhancing communication among Working Groups and other WHO Departments.  





The CG meets by structured conference calls monthly, and at least twice a year in person.  The secretariat maintains active e-mail communication with both the CG and the GLI Partners Committee, which advises and approves the GLI strategic agenda and monitors progress of GLI activities. Technical Working Groups are time-limited and work according to clearly-defined terms of reference, milestones and deliverables. GLI meetings involving all members are held twice a year, one of which is co-hosted by the Fondation Meriéux and the other organised to co-incide with the Union meeting. 


�





The GLI secretariat and chair have weekly conference calls to discuss issues that need attention and follow-up. The CG has a structured conference call on the first Monday of each month to evaluate progress and identify issues for follow-up.  Interaction with GLI members occurs via e-mail updates by the Secretariat and the formal GLI meetings held twice a year.  





Interaction with other Working Groups takes place through formal liasons (eg. with the MDR-TB WG, New Diagnostics WG, Retooling Task Force).  Country-level interchanges occur via the WHO regional offices as well as directly through the GLI secretariat.    Interaction with the extensive network of relevant stakeholders takes place via the GLI Secretariat and GLI-CG, as outlined below: 
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