DOC 2.08-3.1.F Diagnostics

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


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)

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.).
          Structure of New Diagnostics Working Group

[image: image1]

At its annual meeting, held  in Cape Town, November 2007, this structure was approved by the NDWG membership.  This structure was entirely new.  The Core Group is constituency-based and  includes representatives of test-developers, NTP managers, patient communities, academics, NGOs, the diagnostics industry, and members of the Global Laboratory Initiative and the Retooling Task Force). Sub-Groups are focused around particular technologies (such as nucleic acid amplification tests) or issues (such as TB Diagnostics and HIV).  It was agreed to create an additional (9th) subgroup focused on the issue of Paediatric TB and Diagnostics, however this subgroup has not yet been formed.  Repeated requests for nominations to lead this subgroup have met with no response.   

There is currently one vacancy in the NDWG Core Group and 4 vacancies in the leadership of sub-groups (including the "Paediatric TB and Diagnostics Sub Group").

 The NDWG, as restructured, has taken a while to become properly operational.  However,  some progress has been made.  The membership has increased by some 300% since mid-2007.   Each member of the NDWG can join a maximum of two NDWG Sub-Groups.  The Sub-Group Chairs have lists of the members who have opted to join their Sub-Group.  The Secretariat is being assisted by contracted assistance from  the Liverpool Associates in Tropical Health (LATH) - a "not-for-profit" consultancy firm affiliated to the Liverpool School of Tropical Medicine.  LATH staff have created e-mail shoot-lists for the core-group, sub-group chairs, each individual sub-group, and the entire NDWG membership.  Much of the communication within the NDWG to date has  been through e-mail.
The "Culture-based TB Diagnostics Sub-Group", the "Point-of-Care TB Diagnostics Sub-Group", the "Evidence Synthesis for TB Diagnostics Sub-Group" and the "TB Diagnostics and Poverty Sub-Group" have recently become active.

Schedules for core group telephone conferences every 2-3 months, and for face-to-face meetings have been drawn up and are being adhered to.  The core group have had three telephone conferences this year, and will have their first face-to-face "closed" meeting on the 16th October in Paris at the annual IUATLD meeting.  Telephone conferences have been minuted, as will the face-to-face meetings. 

Telephone conferences of the NDWG Sub-Group Chairs are scheduled for every 2-3 months.  A schedule for face-to-face meetings has been drawn up.  The NDWG Sub-Group Chairs have had three telephone conferences this year, and will have their first face-to-face "closed" meeting on the 16th October in Paris at the annual IUATLD meeting.  Telephone conferences have been minuted, as will the face-to-face meetings. 

Since many of the Core Group members and Sub-Group Chairs do not know each other yet, it is hoped that the face-to-face meetings in Paris will lead to a stronger rapport and enhanced activities.
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?


“The role of the WGND is to coordinate and facilitate development, evaluation and implementation of new and modified diagnostics in a scientifically acceptable and timely manner by linking all stakeholders involved in the diagnostic development and evaluation pathway.”





The objectives are:


1. To develop a portfolio of tests with high performance characteristics for 


Case Detection of pulmonary TB, extra-pulmonary TB and pediatric TB.


Drug susceptibility testing to detect MDR and XDR -TB 


Monitoring response to treatment 


Identifying latent TB infection with risk of progression 





2. To make available in the portfolio tests that will perform well 


in different categories of patients


at different levels of health delivery


in different epidemiological settings





























To intensify collaborations both within the WG on New Diagnostics and with the other WGs of the Stop TB Partnership





To develop clear criteria for describing the intended setting for candidate diagnostics  tests including the expected level of the health system at which the test may be used, the opportunities for decentralisation of services using the test, its role in special settings such as high HIV prevalence areas or high MDR-TB or XDR-TB prevalence areas





To describe an expanded diagnostics pipeline that reflects the explosion in activity aimed at developing new diagnostics for tuberculosis 





To develop a Scientific Blueprint for the development of TB Diagnostics that will clearly lay out the development and evaluation stages in the value chain of a new diagnostics, and leading to global implementation.  This Scientific Blueprint would encourage more test developers to engage in the development of TB diagnostics and would also be an essential step in strengthening national regulatory mechanisms for diagnostics. 





To develop criteria to place developing technologies at particular stages of the “value chain” of development and evaluation.





To work with the STP Retooling Task Force and the Subgroup on Laboratory Capacity Strengthening to promote and facilitate the implementation of new diagnostic technologies and predict the laboratory and health systems capacity required for implementation



































1:  Ongoing activity.  Particularly strengthened links with TB/HIV Working Group and the TB and Poverty Sub-Group of the DEWG.





2.  On-target.  This activity will be developed as a continuation of the Scientific Blueprint and the creation of an expanded, more inclusive, diagnostics pipeline.





3.  On-target.  This activity requires the prior agreement by stakeholders of the Scientific Blueprint for TB Diagnostics Development.





4.  On-target.  The first draft of the Scientific Blueprint will be presented at the NDWG's annual symposium at the Union Conference in Paris , October 16th 2008.





5.  On-target.  This activity requires the prior agreement by stakeholders of the Scientific Blueprint for TB Diagnostics Development.





6.  On-going.  Strengthened links and collaborative work between the groups has included a joint NDWG, RTF, GLI mission to Tanzania to explore with the NTP the issues around implementation of new diagnostics at country level.  Two members of the NDWG Core Group and one NDWG Sub-Group Chair facilitated sessions at a recent WHO/CDC Technical Consultation on Biosafety in TB Laboratories.  This is a key area o activity of the GLI.





Additionally, the NDWG Sub-Group on TB Diagnostics and Poverty has proposed the development of a document series that will be funded by the NDWG. The outputs would be (in order of production)


Compaction of the impact section in the blueprint document 


a short paper linking equity and poverty impact assessment with the aforementioned monograph 


A more detailed booklet including a systematic review (if sufficient papers exist) or full literature review on outcomes of and protocols for equity and poverty impact assessment for diagnostics�


 


The NDWG Sub-Group on Evidence Synthesis forTB Diagnostics has proposed the production of an electronic monograph entitled “Evidence-based TB


Diagnosis.” That will be funded by the NDWG.  The monograph will be roughly 100 pages long and will include an introductory chapter, and then a structured summary of each of the 30 available systematic reviews on TB diagnostics, with an accompanying “Editors’ Commentary” for each of the systematic reviews.


























Please refer to numbering in Section A.2.





1.  Chair and Secretariat, in general, and NDWG Sub-Group Chairs where a complementary body is active in another WG (eg.  TB and Poverty, TB/HIV, and hopefully soon, childhood TB).





2.  Chair, Secretariat, Core Group and Sub-Group Chairs.





3.  Chairs of Sub-Groups focused on particular technologies (ie Sub-Groups 1-5 in the diagram).





4.  Chair, Secretariat, and Core Group.  The focal point within the Core Group for the development of the Scientific Blueprint is Francis Varaine.  A number of NDWG members and others have agreed to contribute different parts of the document.





5. Chair, Secretariat, Core Group and Sub-Group Chairs.





6.  Chair, Secretariat and Core Group members.  This interaction is integral to the composition of the Core Group where both the GLI and the RTF are represented.  






































All activities funded mainly from funds provided by Stop TB Partnership Secretariat.



































The NDWG has enormous potential  - much of which is only now beginning to be realised.  As a full Working Group, the importance of its focus is recognised. The NDWG has a key role to play in the plan to Stop TB, and the WG and its Sub-Groups are rising to the challenges involved.  It's membership has increased greatly over the past year - rising to almost 200 members.  It is now becoming a key forum for those with a stake in new and improved TB diagnostics for TB control.


and progress achieved, and coordinating activities.  The need for a NDWG will continue as long as the current STP structure (or a similar structure) remains and until tools are developed that can provide simple, rapid, accurate and accessible diagnosis for all  forms of TB.


Since the Sub-Groups of the NDWG were only just becoming operational, and since they had yet to make workplans, only the Chair and Secretariat of the NDWG completed this questionnaire.


























Please see above.





























3. 	To facilitate different stages of evaluation and documentation, in accordance 	with accepted quality standards and following established guidelines (e.g. 	DEEP) and reporting formats (e.g. STARD), of performance parameters, 	diagnostic value and impact.





4.  		To ensure access to newer tests and assist with implementation in National 	Control Programmes especially in high burden countries. Implementation of 	novel technologies may start where technical hurdles are less pronounced (i.e. 	regional reference centres) whilst development of appropriate technology for 	settings closer to patient continues. 





5. 	As prerequisites to objectives 1, 2, 3 and 4, 


 To identify knowledge gaps obstructing development, evaluation and implementation of new or modified diagnostic tools


 To prepare customer requirement documents for different clinical types of tuberculosis, different patient populations, different health delivery systems and different epidemiological settings





6. 	To develop a scientific blue print for TB diagnostics development, evaluation and implementation to provide guidance to scientists and investigators in academia, industry and public sector, in all aspects of  development, evaluation and approval including regulatory approval.























Jean-Francois de Lavison


Arend Kolk
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8.





TB Diagnostics and HIV








7.





TB Diagnostics and Poverty








6.





Evidence Synthesis for TB diagnostics








5.





Point-of Care diagnostics for TB











4.





Diagnostics for Latent TB infection








3. 





Nucleic-acid amplification techniques for diagnosis and resistance








2.





Culture-based diagnostics and DST





1. 





Optimizing TB smear microscopy

















Core Group











Chair





Secretary














Various constituencies engaged in the development, evaluation or implementation of new or improved diagnostics are represented in the NDWG Core Group.





Communication with constituencies as NDWG members occurs through e-mail either from the Chair/Secretariat or from the Chairs of Sub-Groups to which they belong.  Minutes of the telephone conferences of the Core Group and of Sub-Group Chairs are circulated among the membership.





There are plans to revive the NDWG website. A NDWG newsletter has been discussed and is planned.  Website share-points are also planned as forum for Sub-Group activities.  The share-point of the Sub-Group on Point-of-Care TB Diagnostics is already active.
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