Systems Strengthening Working Group (SSWG)
Notes of the meeting held Tuesday 25th May, 2010 in Kampala, Uganda
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Steve Kinzett (RHSC)

Hairudin Masnin (ICOMP)
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David Smith (UNFPA)

Morten Sorenson (UNFPA)

Mimi Whitehouse (UNFPA/JSI)

The meeting was chaired by David Smith

1.0 Quality RH medicines and devices WHO/UNFPA Prequalification and related projects
This first session was held jointly with the MDAWG as the workstreams of “Prequalification” and “Quality assured RH medicines” and associated activities cut across both working groups.  The workstreams as well as being “systems” related, are also intended to expand the number and type of RH products available for procurement, and hence also in the field of “market development”. Three presentations were made followed by a short general discussion.
1.1 Report of progress in the prequalification of RH medicines and devices (Milan Smid, WHO but delivered by  Peter Hall, Concept Foundation)
This presentation gave the greatest detail yet of the current status of dossiers and applicants to the prequalification scheme at WHO for RH medicines (as opposed to the UNFPA scheme for condoms and IUDs – to be detailed later in the SSWG meeting).  It showed that there were currently three RH products pre-qualified:

· Ethinylestradiol+Levonorgestrel, 30µg+150µg, coated tablets [combined oral pill]
· Levonorgestrel, 30µg, coated tablets [progestin-only pill]

· Levonorgestrel, 2 rods each with 75mg, [implants without inserter]

These three contraceptives were from the same manufacturer (Bayer-Schering). In addition to these pre-qualified products there were a number of dossiers that had been accepted and were in the process of being assessed.  Of these there were the following:
· 3 dossiers for Ethinylestradiol+Levonorgestrel, 30µg+150µg, coated tablets [combined oral pill]

· 1 dossier for Levonorgestrel, 30µg, coated tablets [progestin-only pill]

· 1 dossier for Lynestronol, 500µg, tablets [progestin-only pill]

· 2 dossiers for Levonorgestrel, 750µg, tablets [progestin-only emergency contraceptive pill]

· 1 dossier for Etonogestrel, 68mg, 1 rod [implant with inserter]

· 2 dossiers for medroxyprogesterone, 150mg/ml, solution, injection [DMPA injectable – 3 months]

· 1 dossier for norethisterone enantate, 200mg/ml, solution, injection [NET-EN injectable – 2/3 months]

· 1 dossier for Oxytocin, 10 IU/ml, solution, injection [Oxytocin for post-partum haemorrhage]
The presentation showed resources allocated to the various commodity groups showing that RH had received a disproportionate number of resources as compared to TB, Malaria and HIV.  However, we were still in the situation of having the fewest number of products prequalified among the therapeutic groups.  Despite this we are at the “tipping point” according to some as there seems to be quite a few dossiers “close” to prequalification – so the signs are good that there will be more prequalified RH products in the coming year.
1.2 AQAS progress (Lester Chinery, Concept Foundation)
Lester Chinery (Concept Foundation) presented the issues of not having enough RH products pre-qualified which led to the AQAS project (funded through the Innovation Fund) being formulated.  This project aims to identify good prospective generic companies that given some technical assistance and encouragement could begin to meet the quality standards required for the prequalification process.  Lester detailed the progress of the project so far that has taken 27 companies to send an initial questionnaire to and from the responses (or lack of) this has now been reduced to a short list of ten – with three of these companies (subject to confirmation) selected to go through to Phase II of the project and a possibility of 3-4 others also to go through dependent on further analysis. At least two of the companies sent the original questionnaire did not respond as they were already well into the prequalification process.  Others actively said they did not want to take part in the scheme – and others responded but then failed to complete the documentation. The conclusions from phase I of the AQAS initiative are as follows:
1. There has been “some” progress since the original RHSC study, although very minimal considering the time that has elapsed – 5 years!

2. Over the next 2 years there may be up to 8 companies able to achieve PQ, if willing (in addition to those currently in PQ process)

3. Prospects are willing to invest – but need to invest wisely – TA essential

4. There are up to 5 companies who may be capable, but are currently not willing to engage

5. Incentivizing manufacturers is a key issue – assisting with understanding market dynamics & achieving an equitable purchasing platform for those who invest

6. Bringing new manufacturers through would ideally be a coordinated multi-agency interim strategy

7. Registration at the country level is, and will remain a critical factor

1.3 Outcomes of the consultative meeting held in Washington (Ben Light, UNFPA)

Ben Light made a presentation on the key outcomes of the meeting held in Washington (10-12 May) on Ensuring Access to Quality RH medicines attended by many different stakeholders but particularly procurers.  The issues of the meeting were to get consensus on scarce supply of quality hormonal contraceptive products and the need to promote WHO Prequalification.  A number of issues were discussed: Market, supplier, risk management strategy and determining product quality (particularly GMP and API).  Also key stakeholders were identified for their different roles in ensuring access to quality hormonal methods viz: Procurers, Donors, WHO, National Drug Regulatory Authorities, 
Testing laboratories and Manufacturers. 
The meeting and subsequent discussion came up with the following conclusions:
· Commitment of Coalition members to procure products of internationally accepted quality standards by:
a) Reaffirming the consensus reached at Bonn 2006 meeting that products procured should be either be prequalified by WHO or approved by a stringent regulatory drug agency.

b) Moving towards a harmonized procurement and quality assurance strategy.

· Moving forward requires:

a) Support of WHO’s PQ programme through: advocacy; building capacity of manufacturers; ensuring quality testing; defining mechanisms to incentivize suppliers; ensuring necessary resources. 

b) Interim mechanisms to meet immediate demand while aiming towards achieving overall PQ vision, such as: an expert review panel; harmonized approaches to assessing manufacturers.

c) Understanding of, and cooperation on, related agendas, such as: National registration and harmonisation of regulatory requirements; and other external activities impacting on quality RH medicines.  
· Immediate action:
a) Develop a Framework Strategy to include an activity plan and resources required, for completion by 31 July 2010.

b) Undertaken by a Quality Medicines for RH sub-committee of MDAWG, using existing resources, as agreed by the MDA and SS Working Groups.
1.4 Discussion on Quality area

There was general discussion around the fact that despite a slow start the prequalification programme seemed to be heading in the right direction but there was some disappointment that there were still no generic manufacturers of hormonal methods.  One member remarked that if you do have WHO prequalification then it should carry some weight in countries that should be able to “Fast track” registration of products.  On this point it was noted that the SADC group of countries had agreed in principle to harmonise their drug regulatory procedures.  It was suggested that a possible Innovation Fund application could be one of a “comparative study on registration issues”. 

[At this point the first part of the meeting finished and the MDAWG and SSWG split up and relocated to PACE and MSH respectively to continue the meetings.]
2.0 AccessRH
Morten Sorensen and David Smith gave an update of the progress of AccessRH which was now really swinging into action.  In May they completed interviews for four more positions (Demand Planner, Contracting & Administration Associate, System Architect and Business Analyst) and also re-advertised the Web Developer position.  There will also be three further positions as IT planners. 

The historical order data was analyzed to determine initial order quantity for inventory start-up and they received approval within UNFPA for inventory funding of $10 million USD.  It was anticipated that AccessRH would place its first order in June and that the mechanism would begin with condoms for the first six months and move into other commodities by 2011.  It was emphasized that it was to be the web-site to provide the orders and that already there was interest from the Government of South Africa and some NGO’s.
Once again the advantages were quickly spelled out in that AccessRH would shorten lead times, lower prices, provide quality assured commodities, provide absolute transparency and detailed information for planning.  It was hoped that governments could take advantage of this under international procurement as the tendering procedures will have already been completed by AccessRH.  Global programme countries in particular could take advantage of the mechanism.
Other recent activities had been to provide access to the RHI for Dalberg to help with a study on the Pledge Guarantee for Health (PGH) and also to discuss PGH and AccessRH joint promotional efforts.  Also an  

interim website and brochure for AccessRH have been produced.  The first meeting of the AccessRH Advisory Group was held yesterday at the Sheraton Hotel [Mimi Whitehouse, David Smith, Morten Sorensen, Alan Bornbusch, and John Skibiak] and gathered comments on its Terms of Reference, for completion in June. 

3.0 Coordinated Assistance for Reproductive Health Supplies (CARhs)
Steve Kinzett gave a brief update and report of activities in the newly named Group – by general agreement and following a survey of members the name was changed from the “Countries at Risk” group to one that more accurately reflected what the group actually did.  Countries that featured at the CARhs in the last year included Kenya, Uganda, Ghana, Malawi, Ethiopia, Tanzania, Nigeria in Africa; Bangladesh in Asia; and Dominican Republic, Nicaragua and Paraguay from LAC.  The CARhs has met every month in teleconference for the last three years now and has often solved or ameliorated problems reported through the PPMR on the spreadsheet-type report/agenda prior to the tele-conference taking place.

There is still a need to add data and countries to the PPMR report as only a fraction of the countries who may be suffering stockouts or shortages are covered in the present reporting scheme.  Some discussion ensued with members stating that in some cases representatives from countries on the call could also help in solving problems at country level (this has been done with two countries in the last year).  Also there is a need to form longer term strategies for countries – and there was also the concept of a league table for country level performance which has worked so well in Zambia. 
4.0 UNFPA/WHO Prequalification for Medical Devices
Morten Sorensen gave an update on the prequalification of medical devices:
4.1 IUD: 

It was reported that all 8 factories manufacturing IUDs were prequalified (6 India, 1 Singapore and 1 Brazil) and therefore there was absolutely no problem with the potential supply of IUDs.
4.2 Condom [Male]

Out of approximately 55 factories around the world, 23 have been pre-qualified [8 India, 5 China, 4 Malaysia, 2 Thailand and one each in Brazil, Germany, Korea and Vietnam].  Again there is no problem with condom supply because of the number of pre-qualified suppliers.  However these factories are coming up for re-inspection and therefore continuing funds are needed so that approximately 10 re-visits can be done per year to keep the programme going and up-to-date.
4.3 Female Condom

Prior to pre-qualifying any of the female condoms out there officially there needs to be a set of quality standards put in place.  In this regard there will be a conference in Bangkok in December 2010 centred around the female condom, standard specifications and quality criteria.
4.4 General 
It was emphasised that continuing funds were needed to continue with the prequalification of Contraceptive Device suppliers – especially as re-inspections of factories were beginning to be required (policy to re-inspect at least every three years). 

5.0 Professional Development of Supply Chain Managers
Tracey Brett gave a brief update of this workstream which has been working with stakeholders outside the Coalition as well as within the Coalition through a few teleconferences.  There will be a small presentation in plenary during the Coalition meeting this week with a call for assistance – especially in advocating for the greater professionalization of logisticians within our community.  In the meantime work will push on with the following:

· Stakeholder consultations

· Global positioning meeting with policymakers from government and international organizations to seek buy in on need for professionalization and agreement to align approaches

· A Technical committee to develop recommended key competencies and strategy for certification and pre-service programs

· A Policy committee to provide guidance, approve recommendations, and to promote implementation in-country

Hopefully all this will lead to a greater recognition of supply chains as a critical strategic component of effective health systems resulting in a higher profile for supply chain managers within organizations, enabling good supply chain policy-making and decision-making.  The ultimate goal is to have cadres of qualified, professional supply chain managers working in public health institutions at national and sub-national levels.

The presentation at the Coalition meeting will be asking for members to provide feedback, join the workstream and help with the advocacy effort.  Members will be encouraged to attend the global positioning meeting in early 2011 and at the same time participate with the RHSC process to unite and align our approach to professionalization

6.0 Workplan
The current workplan (drafted by David Smith and Steve Kinzett) would be submitted to the Executive tomorrow (May 26th, 2010) for ratification. This had to be submitted ahead of the Executive meeting and so may not be quite complete but the following workstreams were agreed as current and ongoing:

· Coordinated Assistance for Reproductive health supplies (CARhs) Group

· AccessRH

· The Pledge Guarantee for Health (PGH)
· Professional Development of Supply Chain Managers 

· Prequalification

· RHInterchange

It was recognised that although AccessRH and RHInterchange were down as separate workstreams (as they still are separate activities) they were never-the-less inextricably linked to each other – and perhaps in the future it would be regarded as one thing.  However there was also some discussion on whether both AccessRH and PGH were workstreams – or actually much more than that – almost sub-working groups.  For the time being however it was decided to leave them as workstreams under the auspices of the SSWG.

A lot of the Quality Assurance workstream had been taken into the MDAWG and subsumed under the AQAS project especially as Helene Moller had now moved to UNICEF.   So what to do with this workstream is unclear – should there be a joint workstream of quality between the two working groups – or should it sit with the MDAWG for the time being?  This question was left open for the time being.  The Comparison of SCM software was completed and therefore not a current workstream.  RH in Emergency settings had not been continued under SSWG but required some advocacy under the RMAWG and so it had also been removed from the SSWG workplan. Some discussion ensued in the light of the working group becoming more of a “think tank” – some members felt that further ideas for workstreams should be developed in these meetings – and that perhaps the working group should at least have a tele-conference once a quarter for members to keep more in touch with the workstreams going on.
7.0 SSWG Leadership

David Smith formally announced that he was leaving UNFPA at the end of June.  However he was moving to IPPF to head up ICON in London and therefore he will be very much still in the RH supplies field.  Therefore, although his 2-year term as head of the SSWG was up he offered to carry on in this role if SSWG members wanted that.  David was duly endorsed as SSWG leader for a further 2-year term by the meeting.
The meeting closed at 17.00 and thanks accorded to Paul Hamilton and his staff at MSH for hosting the SSWG meeting.
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