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GLOSSARY
	API
	-
	Active pharmaceutical ingredients

	AQLs
	-
	Acceptances Quality level

	BE
	-
	Bio Equivalence

	CEP
	-
	European Certificate of Pharmaceutical Product

	COS
	-
	Certificate of Suitability

	EML
	-
	Essential medicines lists

	ERP
	-
	Expert Review Panel

	FHI
	-
	Family Health International

	Global Fund
	-
	Global Fund to Fight AIDS, Tuberculosis and Malaria

	GMP
	-
	Good Manufacturing Practices

	IAP
	-
	Inter agency pharmacist group

	JSI
	-
	John Snow Inc

	MQAS
	-
	Model Quality Assurance System

	MSF
	-
	Medecins Sans Frontieres

	MSI
	-
	Marie Stopes International

	NDRA
	-
	National Drug Regulatory Agencies

	OC
	-
	Oral hormonal contraceptive

	PATH
	-
	Program for Appropriate Technology and Health

	PIC
	-
	Pharmaceutical Inspection Convention

	PSI
	-
	Population Services International

	QA
	-
	Quality assurance

	RH
	-
	Reproductive Health

	RHSC
	-
	Reproductive Health Supplies Coalition

	SOPs
	-
	Standard Operating Procedures

	SRA
	-
	Stringent Regulatory Authority

	UNFPA
	-
	United Nations Population Fund

	UNICEF
	-
	United Nations Children's Fund

	USAID
	-
	United States Agency for International Development

	WHO
	-
	World Health Organization

	WHOPIR 
	-
	WHO Public Inspection Report

	WHOCPP
	-
	WHO Certificate of Pharmaceutical Product


I. EXECUTIVE SUMMARY

In order to review current practices in quality assurance of hormonal contraceptives, WHO, UNFPA, JSI and MSI where tasked by the Systems Strengthening Working Group of the RHSC to lead an interagency consultation among global procurers of these products. 

The consultation: Harmonizing approaches to Quality Assurance of Hormonal Contraceptives procured by RHSC partners, was held in Washington D.C. form, 10 to 12 May 2010, with representation from 11 agencies: Abt. Associates, Concept foundation, FHI, JSI, MSI, PATH, PSI, UNFPA, UNICEF, USAID, and WHO. 
The conference was divided into three days and six sessions, with two sessions per day (please refer to the meeting agenda in the Annexes for more specific details).  

Sessions 1 to 3 where dedicated to discussing the concept of Quality Assurance of Hormonal Contraceptives in procurement, and specifically: 

· Technical presentations on QA policy matters affecting the procurement of OCs:

· Access to quality reproductive health essential medicines and medical devices 

· Prequalification schemes (WH, SRA, etc.)

·  MQAS

·  GMP-QSM

·  Stability

·  Bio Equivalence
· Cases studies and comments on the participants experiences with QA, including:
· Pharmaceutical product questionnaires

· Technical requirements

· GMP and GMPc

· Quality issues

· Identification and comments on successes in procuring OC, notably:  
· Global fund ERP

· Incentives to timely completion of PQ

· Independent quality group 

· Pharmaceutical waiver programs

· Incentives used in the vaccine market

· Building hidden costs In to the total cost of QA 

· Pledge guarantee mechanism 

· Identification of challenges in procuring OC and deciding which of those challenges within the scope of the conference, detailed below:
	Challenges are inside the scope of the conference

· Limited product availability 

· Lack of supplier’s capability or interest to comply with WHO prequalification

· Risk that existing WHO-prequalified supplier may leave the market 

· Lack of an RHSC Interim risk strategy for:

· Prequalification

· Testing products procured by recipient-country governments

· Product branding requirements required for social-marketing

· Need for appropriate risk management strategies for GMP

· Timely assessment of non-prequalified products

· Determining correct product specifications

· Choosing the adequate right harmonized approach

· For QA in procurement

· For sampling and testing

· Insufficient information on manufacturer quality

· Prescreening suppliers


Sessions 3 to 6 focused on strategy and recommendations and more specifically:

· Discussing short and long term strategies for ensuring supply and quality in OC procurement and issuing recommendations.

· Identifying areas of concern where an interim strategy (2 years) is necessary, notably:

· Minimizing risk when buying non WHO certified products

· Product registration issues

· Market incentives

· Availability vs. quality certification

· Cost of quality

· Based on previous areas of concern, proposing action points and implementation deadlines for follow up, for RHSC and participating agencies (please refer to the report for more specific details).

	Minimizing risk when buying non WHO certified products

· Adopt Global Fund QA standard as minimum quality policy

· Temporarily Prequalify Suppliers -Via ERP QA system

· Form group of procurers that can issue “waiver” to a manufacturer based on its own “ERP” 

· Develop own expert panel to meet procurers needs: Assess needs and work with the QA partners

· Find resources for funding ERP

· RHSC working group to advocate new product types and ERP level

· RHSC could encourage suppliers to qualify

· RHSC partner coordination of site inspection/site visits/ document review


Product registration issues

· Advocate for SRA/WHO/FDA PQ to be accepted as a way to meet country registration requirements

· Comparative study on registration issues 

· Work with countries/regional groups on reciprocity agreements

· Encourage countries to develop regional joint product registration

· Work with regional groups who are harmonizing drug lists – to harmonize registration or do joint registration

· Research current  situation of donated commodities and non commercial products 

Market incentives
· Ask RHSC to advocate prequalification to suppliers

· Determine share of public procurement in the total OC market  

· RHSC partner coordination of site inspection/site visits/ document review

· Form group signing all parties from the RHSC (Agencies, etc): The group would meet periodically

· Ask suppliers to start WHO PQ

· Create a list of suitable suppliers 

· Provide 1 year waivers to manufacturers that are close to complying with WHO PQ (ERP scheme)

· Use existing Technical Assistance Programs to help suppliers

· Using joint demand planning to help incentivize prequalification

· Procurement Agencies buy one year from ERP scheme suppliers

Availability vs. quality certification

· Common specifications of standard products 

· RHSC partner coordination of site visits / doc reviews / monitoring 

· Explore new form of contract  (i.e. contract manufacturing agreements) 

· Defining the scale of availability/quality matrix 
· Create a list of suitable suppliers

· Identify candidates, time, and cost to prequalify
· Identify attitudes and commitment of suppliers
· Invitation of bids to potential suppliers
· Distribution of orders to nurture the market
· Research product interchangeability 
	Cost of quality: 

Not presented during this meeting but noted as area of concern.


· Recommendations to be presented by the conference participants in next RHSC Meeting in Kampala, from 24 to 28 May 2010.
The consultation produced the following deliverables:
· List of common challenges to procuring quality oral contraceptives

· List of areas of concern for the  RHSC

· List of actions to be implemented by the RHSC and timeline for the RHSC, 

II. INTRODUCTION

1. BACKGROUND

For several years the public market of oral hormonal contraceptives (OC) has faced a supply shortage situation; since only one company complies with the WHO prequalification scheme. Alternative sourcing from non prequalified suppliers has proven very difficult due to problems with their quality standards.

This shortage has lead to a situation, where procurement agencies are either dependant of only one company or have to make difficult decisions on sourcing using in house risk management approaches.

In order to explore options for securing supply within the public market of OC without prejudice to quality standards, the Systems Strengthening Working Group of the RHSC tasked WHO, UNFPA, JSI and MSI to organize this Inter Agency consultation. 

2. MEETING OBJECTIVES

· Comparing quality assurance policies and approaches of the various agencies involved in global procurement of hormonal contraceptives and sharing the lessons learnt

· Reviewing the requirements for the documentation of Good Manufacturing Practices (GMP) and quality assurance dossiers, and how these sets of information are interpreted 

· Identifying common approaches to simplify and harmonize quality assurance in the procurement function, including the utilization of WHO prequalification 

III. MEETING REPORT

 
Monday 10 May - MORNING SESSION
· INTRODUCTORY REMARKS: 
Short introduction of the agencies involved (11), including: Abt. Associates, Concept foundation, FHI, JSI, MSI, PATH, PSI, UNFPA, UNICEF, USAID, and WHO. Each agency explained their liaison with and hormonal contraceptives.  
· PRESENTATION 1: QUALITY ASSURANCE OF HORMONAL CONTRACEPTIVES IN PROCUREMENT (Helene Moller): 
Overview of the processes involving QA in procurement, including GMP and WHO prequalification (For the full presentation, please refer to the Annexes). 
· PRESENTATION 2: UPDATE ON BILL & MELINDA GATES FOUNDATION PROJECT (Morten Sorensen): 
Update on the project “Improving Access to Quality Reproductive Health Essential Medicines and Medical Devices”; including background, project milestones and results (For the full presentation, please refer to the Annexes).
Comments: 
There was common consensus on the scarce supply of OC suppliers and the need to promote WHO prequalification of more companies (currently there is only one). 
WHO is still working on product stability analysis of Oxytocin (2 submission for the vials), and Magnesium Sulphate; no submission for Clotrimazole has been received. 

Some of the participants commented on the challenges of in country implementation for this project. 
· INTERACTIVE SESSION 1: EXPECTATIONS SUMMARIZED ON FLIPCHART:
The participants discussed on the scope and goals of the conference and made administrative decisions on what areas to include/and exclude. 
Comments: The scope of the conference is the discussion of items related to the prequalification of OC, with the aim of harmonizing, when possible, the approaches of the different agencies involved. 

The conclusions of this consultation shall only reflect the recommendations of the Systems Strengthening Working Group and will not constitute an official statement from the participating agencies.  

· PRESENTATION 3: UPDATE ON MEDICINES PREQUALIFICATION (Helene Moller): 
Presentation and update on the UN/WHO Prequalification Programme. (For the full presentation, please refer to the Annexes).
Comments: 
WHO PQ: 21 dossiers are currently under evaluation. The fact that a dossier is accepted for evaluation does not mean that it will be accepted or that the standard is strong, as these dossiers assess compliance with a list of requirements but not QA. 

Currently only 3 RH dossiers have been prequalified (all in 2009). 
It was also noted that WHO will hold a meeting on PQ in CPH on summer 2010.
Some agencies suggested the possibility of allowing bidding from suppliers whose products have been submitted to WHO but not yet approved (to save time). The final award of the bid would be limited to the items approval.  

WHO capacity building scheme: Some agencies inquired on the WHO capacity building scheme: Notably why is there no program in China and India 

Use of prequalified labs: Prequalified labs are useful to verify the statements made by factories, indicating that one part the product is reliable but cannot be used as alternative to approval (but this is not approving a dossier). 

Expert Review Panel: It was suggested to create an ERP to provide technical expertise on OC (in a similar fashion to the existing ERP working for Global Fund). 

· INTERACTIVE SESSION 2: CHALLENGES & SUCCESSES IN PROCURING ORAL HORMONAL CONTRACEPTIVES: 
The participants identified a series of successes, obtained from experiences with similar commodities, and challenges (enclosed below) in procuring OCs. The outstanding challenges were later sorted according to their inclusion within the scope of the conference. The list of challenges was used for discussion on later stages of the consultation.
	SUCCESSES

· Global fund ERP: Good example of centralized access to expert advice and information sharing
· Requiring timely completion of PQ: Some agencies use the incentive of completion of PQ by the supplier during a specific period of time, upon which non conforming suppliers would be expelled.   
· Independent quality group: An agency has established an independent quality group that monitors quality relieving the procurement unit from that task. 

· Pharmaceutical waiver programs: For non WHO certified products under SRA conditions

· Example of the financial incentives used in the vaccine market: By procuring vaccines in small quantities from a large number of suppliers, rather than purchasing a large quantity from one or few suppliers

· Some agencies build the total cost of QA, including hidden costs (recalls, product failure, lack of alternatives, credibility) into the product
· Funding assistance for required prepayments: Pledge guarantee mechanism 
· 


	CHALLENGES WITHIN CONFERENCE SCOPE

Market

· Limited product availability: As there are not enough WHO prequalified suppliers.  

· Lack of supplier’s capability or interest to comply with WHO prequalification

· Risk that existing WHO-prequalified supplier may leave the market 

Lack for an Interim risk strategy for:

· Prequalification

· Testing products procured by recipient-country governments

· Product branding requirements required for social-marketing

Risk Management Strategy

· Need for appropriate risk management strategies for GMP
· Timely assessment of non-prequalified products

· Determining correct product specifications:  In all stages of the process (i.e. Including the provenance of raw materials)

· Choosing the right harmonized approach

· For QA in procurement

· For sampling and testing

Suppliers

· Insufficient information on manufacturer quality: Information is not currently shared among procurers due to confidentiality of supplier submissions

· Prescreening suppliers

· For production capabilities

· For capability to submit appropriate documentation for regulatory approvals

· Manufacturers may mislead procurement agencies on quality issues



	CHALLENGES OUTSIDE CONFERENCE SCOPE

· In country restrictions:

· MOH product inspections 

· Preference for local manufacturers

· Product registration

· Import barriers

· Transparency 

· Lack of QA knowledge and/or capacity at the local level

· Lack of local procurement quality (where WHO prequalification is not applicable)

· Lack of harmonization between WHO/and prequalification authorities: Forcing suppliers to go through two different regulatory approvals

· WHO prequalification takes a long time

· Sites must be prequalified so if a site changes, the supplier incurs more cost/time

· Requirement for registry in country of manufacture

· API level (sourcing) documentation required

· Ensuring continued product conformity/quality
· Lack of a bank of qualified inspectors/consultants to call on

· For USAID: all products must be FDA- or SRA-prequalified

· Except for waiver program

· The market impact of the public sector agencies is limited (as compared to other procurers and total market)

· No market incentive for suppliers to prequalify (via WHO or other standardized process)

· Issue especially for smaller procurers

· When donations phase out, smaller procurers purchase from smaller/local suppliers, who don’t want to prequalify because it will drive up their costs and they’ll lose local market share


· SESSION OVERVIEW: The morning session outlined the need for a comprehensive QA system based on: (1) Reliable manufacturer assessments that are duly certified (WGHO, SRA) and compliant with GMPs and (2) correct product specifications that respect BE and product stability. 

The scope of the conference was refined to reflect the following:

· Focusing  specifically on  quality assurance in the procurement process

· Identifying challenges and coming up with some recommendations / ideas (including deadlines for implementation)
· Reporting these ideas to agency leadership for discussion and (ideally) commitment to implementation
Monday 10 May - AFTERNOON SESSION

· PRESENTATION 4: OVERVIEW OF THE REQUIREMENTS OF A MODEL QUALITY ASSURANCE SYSTEM FOR PROCUREMENT AGENCIES (Helene Moller): 
Overview of the importance of MQAS for procurement; including a Best practice example from the Inter agency pharmacist group: WHO, UNICEF, MSF, ICRC, IFRC, GF and a Pharmaceutical Product Questionnaire (For the full presentation, please refer to the Annexes).  
· INTERACTIVE SESSION 3: PARTICIPANTS TO REVIEW INTERAGENCY PHARMACEUTICAL PRODUCT QUESTIONNAIRE, DISCUSS HOW INFORMATION IS SOLICITED:  
This session consisted in discussing similarities and differences in the information sets requested by procurers of hormonal contraceptives.
 Comments:
 

The vast majority of the agencies represented used the same/or similar questionnaires. 
Additional information requested: 

· Expertise of staff in supplier company

· Hormonal-specific topics:

· HVAC systems

· Worker safety

· Environmental safety

· Use references to external standards (ICH, ISO, WHO)

· Different questions for distributors vs. manufacturers

·  Some agencies use the questionnaire for prescreening suppliers, the ones that pass are asked to provide more thorough documentation

· In-country questionnaire would be similar, but would match the local regulatory requirements

Content: 
· Supplier submissions are confidential and are not shared with other procurers without supplier permission

· There have been cases reported where companies supplied information which was uncertain at the time of submission. 
· Most agencies resort to employing experts for the analysis, being limited agency expertise on this issue. 
· PRESENTATION 5: MSF QUALIFICATION SCHEME & RATING SCALE (Helene Moller): 
Overview of the interpretation made by MSF to the MQAS, which was presented in the form of a decision matrix (For the full presentation, please refer to the Annexes).  
Comments:

The qualification scheme overall had a very good impact amongst attendants.

One agency, reported using similar systems (a decision tree).  

Rating practice:

Resorting to specialists; procurement agents typically would not have the highly specialized training needed to rate. 

· PRESENTATION 6: GMP - QSM PRESENTATION SHOWING THE GAPS IN LEGISLATION (Helene Moller): 
This presentation was an overview of compared GMP legislation and use of certificates to .evaluate the GMP of a manufacturer. 
· WHO GMP certificate

· Issued by a regulatory authority, claiming that the manufacturer meets the published WHO GMP standard

· ICH, PIC/S, WHO-trained team, country or state NDRA

· Quality is dependent on stringency of issuing authority, validity of certificate, date of issuance, which GMP standard is being met

· WHOPIR

· Report of a WHO inspection, publicly available on WHO website

· Review of the history of WHOPIRs can identify manufacturer’s weak areas

· CEP/COS/CPP

· Issued by EDQM

· Certifies the method by which the product may be tested (PhEur monograph)

· PIC/S organization - http://www.picscheme.org/
· Quote from website: “The Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme 

· They provide site spec recommendations, train inspectors for member countries, etc.

· INTERACTIVE SESSION 4: Q&A - AROUND THE TABLE: PARTICIPANTS TO SHARE EXPERIENCES WITH TEXT ON GMP - DEBATE POSSIBILITY TO HARMONIZE REQUIREMENTS. 
Comments: GNPs are certified by drug regulators; however procurement agencies require some understanding of these tools which are commonly presented by manufacturers,  

Distributors also have to demonstrate that the suppliers they source from also use GMPs. 

Most agencies have full analytical tests done for every batch. Usually the final product recipients do not require procurement agencies to provide GMPs.  
Main GMP issues seen with suppliers:

· Installation capacity and technology

· Support services (e.g., air, water, steam; residual treatment)

· Safety and efficacy of API’s

Other techniques/information used to establish product quality 

· Certificate of analysis

· Testing against pharmacopeia (all batches if hormonal product)

· Prequalifying distributors

· One aspect is the length of the relationship between the distributor and its suppliers

· Sampling direct from the manufacturer when purchasing from a distributor

· WHOPIR inspection history
Finding alternative sources of supply:

According to the updates provided on the WHO prequalification study (ACAS) the following sources of supply could be identified. 

· Suitable companies outside the WHO PQ that are not interested in the public sector market. 
· Candidates companies that are near the WHO PQ standards but that will require investment and time (around 10). Some agencies refused to finance any private companies.  
Another option commented was the investment on product development rather than companies (i.e. (Dutch government investing in Oxitocyn)

Information sharing
Currently only the WHO PQ team has access to this information, 

In order to make this information available without breaching confidentiality, it was suggested to ask companies to agree to share this information with procurement agencies. 
Tuesday 11 May - MORNING SESSION

· SUMMARY OF DAY 1 (Lois Todhunter)
Participants confirmed the list of challenges selected in day one, with the following remarks:

· Need for short and long term strategies to promote PQ and incentive the market; including agreement on interim strategies (2 years) for the more pressing issues.
· Need for improved information sharing amongst participants through formal channels, including: 

· Sharing information on site inspections

·  WHO risk assessments.

· Problems reported by PICs members 

· Certificates of analysis 

· Request manufacturers, to include test data (maintaining specs from batch to batch) tracing the information from the factory then the lab and finally the batch. 

· INTERACTIVE SESSION 5: QUALITY CLINIC: ANONYMOUS CONSULTATION ON PRE- AND POST-SHIPMENT QUALITY ISSUES (Helene Moller)

The agencies presented anonymous examples of product quality issues to a panel, which commented the cases and proposed solutions.

Case study 1: Patient had an adverse reaction (local injection) may or not related to product. This resulted on a report from country offices that was discarded as an isolated case after follow up.  
Comments: 
· Procurers should establish procedures to deal with this kind of events
· Information sharing along all points of the distribution chain is key (from the clinic to the supplier), data has to be as complete as possible (i.e. batch number) in order to allow for informed decision (i.e. isolated vs. systemic incidents). 
· Liabilities depend on the connection with the country of destination (i.e. the organization registering the product would be held responsible) 
· The manufacturer will have to cope with recalls, etc.
Case study 2: Pills disintegrating inside blister packs; widespread reports; pre-shipment testing was OK but pills are bad upon arrival and at distribution points
Refusal to accept the consignment by country of destination and inspection was clear it is not the suppliers fault.
Comments: 
· Standards:

· There are standards for formulation
· There are no standards for packaging but these can be determined through stability standards.

· Specifications should include packaging, blisters and cartons
· Agencies usually do not require hardness specs for the pills (friability test) 
· Need to ensure that product stability is appropriate to the zone of delivery (I.e. Tropical = stability IV-B). Stability tests can take up to 6 months.   
· Promoting AQLs that are achievable and knowing the country’s import quality requirements up front using them as procurement criteria

· All solutions should be enforced via dialogue with manufacturers using liquidated damages, which should be included in the contract, as a last resort.
· PRESENTATION 8: QUALITY ASSURANCE OF HORMONAL CONTRACEPTIVES IN PROCUREMENT STABILITY (Helene Moller)
Overview of stability requirements for procuring OC. Measures to ensure quality to the end-user
Comments:

· Stability has to be built into the supply chain:

· WHO requires to do stability and stress test on the APIs

· Reflected in contracts (It is worth to use expert advice) 
· Transit / storage instructions should be given to shipper and to final recipient
· Some agencies are using temperature indicators on products for shipment

· QA should start way back before procurement

· Measures to ensure that the supplier empowers their own QA department 

· Asking for job descriptions

· Interviewing QA staff (Can QA staff reject batches, for example?)
· Checking standard operating procedures 
· Better information sharing is required between NRAs and Agencies (i.e. experts where agencies could refer to ask risk questions test for new products, quality questionnaires, TORs for inspectors, etc.)  

· PRESENTATION 9: BIO EQUIVALENCE (Helene Moller and Anthony Gould) 
Explanation of the implications of BE for procurement. 

Comments:
· WHO Prequalifies Contact Research Organizations CROs that work on bioequivalence
· Nevertheless some agencies have reported cases of false BE certificates 

· Bioequivalence is faster than product development but it is still a lengthy process  
Tuesday 11 May - AFTERNOON SESSION

· INTERACTIVE SESSION 6: DISCUSSION ON THE DIFFERENCES BETWEEN WHO AND SRA PREQUALIFICATION (Anthony Gould)
Comments: 

· WHO’s scheme is oriented to increase the number of medicines certified and thus allows for longer processing of dossiers and uses a capacity building program for key manufacturers, the application process is free of charge; whilst NDRAs work on national product licensing, which is usually charged a fee and do not necessarily promote capacity building. 
Current WHO pipeline:

· 12 products from 8 manufacturers, 3 new Oral Contraceptives. 
· 4 combination orals

· 2 progestin-only orals

· 2 DMPA’s

· 1 emergency contraceptive

· 1 oxytocin

· 1 NET-EN injectable

· 1 implant

· Median target time to prequalify: 18 months

· At median, 50% of this time is manufacturer response, 50% is WHO PQ program review/assessment

· For products taking longer to prequalify, manufacturer response time increases relative to WHO PQP review/assessment time

· Common issues:

· Quality of dossier

· GMP for hormonal products

· Pilot program: Joint assessments with five African countries for non-RH products

· Allows more timely prequalification and registration

· Helps to standardize country-level (registration) assessment methods with WHO methods

Expert Review Panel 
· Could be managed by WHO PQ Program

· Only for:

· Product already submitted for prequalification

· Manufacturer GMP already approved by a stringent regulatory authority (SRA)

· Demand for product is high

· Four classifications:

· 1, 2, 3: OK to procure within specified limitations

· 4: not OK to procure

· Risk is higher than with prequalified products

· Temporary approval (12 months)

· Caution: avoid creating a market incentive to do ERP instead of PQ program

· PRESENTATION 10: HANDOUT ON UNICEF TECHNICAL REQUIREMENTS FOR PHARMACEUTICAL PRODUCTS (Helene Moller)
Exposition of UNICEF technical requirements as an example to compare with other agencies. 
Comments: 
· Content may be included in any of the following (in addition to or instead of including content in a consolidated Technical Requirements document):

· SOPs / internal standards documents

· Terms and Conditions

· RFQ / RFP

· On public website (if goal is to attract new suppliers) or internal-use only (if not)

· Country procurements rely on national regulations

· NGO procurers could use a technical requirements document to be more prescriptive to suppliers

· Smaller procurers may not have a formal technical requirements document

· PRESENTATION 11: NEED TO MOVE FORWARD (Benedict Light)
Exposition on the ways forward, including long and short term strategies (for the RHSC System Strengthening and Market Approaches Groups) for ensuring product supply and QA.  

Comments:

Stakeholders (RHSC context):

· Procurers

· Donors (RHSC)

· General comments:

· Need to convince donors of the possibility of success, if they commit to pay for quality

· Reluctance to pay a premium? Availability and quality issue

· Can this forum (conference) recommend a change to RHSC donors?

· Basket funding

· Manufacturers

· National Drug Regulatory Authorities (NDRAs)

· Testing labs

· WHO – as normative body

Long Term:
· Risk mitigation – for all procurement (both prequalified and non-prequalified)

· Target/incentivize prequalification for quality manufacturers
· Use AccessRH to incentivize prequalification

· Target NDRAs based on

· PIC/S membership (criterion for targeting)

· Size

· Manufacturer base

 Interim solutions:

· Goal: come up with short-term strategies to cover the time period until we have sufficient prequalified suppliers.

· Time period: envisioned as a phased process of approximately two years
· Revisiting some (good) companies that may have lost interest on the public market and provide some incentives
· WHO PQ program / using ERP for RH products

· Example with the Condoms and IUDs

· Temporary arrangements that could be made
Wednesday 12 May – MORNING SESSION

· SUMMARY OF DAY 2 (Tracey Brett)

Brief summary of 2 day activities, notably:
· Quality clinic
· Bio equivalence
· WHO PQ
· Need for information sharing
· Options for moving forward
Comments:

The meeting in Kampala will be a window of opportunity to raise quality issues: 

The supplier limitation has to be addressed.

QA should be strengthened. 

· INTERACTIVE SESSION 7: REVIEW OF THE LIST OF CHALLENGES AROUND THE TABLE AND SELECTION OF AREAS OF CONCERN
Participants reviewed and commented the challenges (please refer to the document in the annexes), finally selecting some areas of concern that require interim action form the Working Group. 
Comments: 
Risk management strategies: 

· Developing a roster of PQ suppliers
· Cooperating with the right certifying authorities (PICS of countries associated with the ICH process)
· Problem of authorities working outdated GMP certificates 

Interim risk strategy for testing products procured by recipient country governments
· Improved testing communications to recipient country authorities

· Agency coordination o avoid double testing products
Product registration policies are not harmonized with WHO PQ policy forcing suppliers to go through two different regulatory approvals 
· Establish a fast track procedure or recognition if the product is WHO PQ. 
	AREAS OF CONCERN SELECTED: 

1. Minimizing risk when buying not-yet-certified products (which are of sufficient quality)

2. Product registration issues

3. Market incentives

4. Availability versus quality certification

5. Cost of Quality 




· INTERACTIVE SESSION 8: REVIEW OF SELECTED AREAS OF CONCERN BREAKING INTO GROUPS
Participants divided into working groups the conclusions are presented in the next section. 

Wednesday 12 May – AFTERNOON SESSION
· INTERACTIVE SESSION 9: COLLECTION OF IDEAS AND OPTION ANALYSIS. (Please refer to the list enclosed in Section IV of the report) 
· DEBRIEF AT THE RHSC KAMPALA MEETING 24 to 28 May
Kampala Presentations: Schedule

A debrief of the consultation will be required at the following meetings:

	DAY
	EVENT
	Representatives from the Working Group

	Tuesday 25 May
	Joint meeting (two hours) of SSWG and MDA working groups
	Ben light, Lester Chinnery, Tracey Brett, Todd Dickens, Morten Sorensen, Steve Kinzett

	Wednesday 26 May
	Executive Committee
	Ben light

	Thursday 27 May
	Membership Meeting: Plenary Session – Importance of Quality for RH Supplies 15:30 – 17:15
	


See the agenda at RHSC Kampala meeting link for further details.
Plenary Session Outline
	David Smith (Chair)
	Introduction

	Peter Hall

	Why quality is important: Scene setting

[likely to mention the cost of quality]

	Hans Hogerzeil
	Progress reports and plans from the WHO PQ

	Sophie Logez

	Experience with prequalification of non-RH commodities [success stories for prequalification]

	Hans Vemer

	Industry perspectives on quality

	Ben Light
	Debrief on Inter-agency Consultations

	[moderator]
	General Discussion


Outline:

1.
Issue description, including five “Areas of Concern”

2.
Recommendations arising from the agency inter consultation 
3.
Request for audience feedback

4.
Request for financial support for recommendations

Other notes on Kampala meeting:
The Concept Foundation will be presenting on phase 1 of their current project as well; but without details that would constitute market information, since suppliers will be present
· NEXT STEPS
· Distributing conference report
· Communicating results to agency management. 

· Debriefing during the Kampala meeting

IV. OUTCOMES
The outcomes of this consultation seek to harmonize approaches on quality assurance (QA) and control; and will be presented at the next RHSC Meeting in Kampala, from 24 to 28 May 2010.

1. CHALLENGES

During the conference, participants agreed that the main obstacles currently affecting procurement in the oral hormonal contraceptive market where the limited number of WHO prequalified suppliers (one with two products) and the need for further development of quality assurance in the case on sourcing form alternative suppliers.  
The agencies identified and agreed to discuss the following challenges: 

Limits to product availability: Currently there are not enough WHO prequalified suppliers to effectively cover all   market needs (i.e. unforeseen events like product recalls) and there is a risk that the existing WHO-prequalified supplier may leave the market (as it is not profitable for this supplier). 
Limits to alternative sourcing: Due to a lack of supplier’s capability or interest to comply with WHO prequalification.
Difficulties to the Timely assessment of non-prequalified products, which require a harmonized approach in the following areas:

· Devising and implementing appropriate risk management strategy (i.e. GMPs). 

· Determining adequate product specifications: In all stages of the process (i.e. including the provenance of raw materials).

· Quality assessment criteria in procurement.

· Sampling and testing.
Insufficient information on suppliers, regarding: 

· Manufacturer quality: Information is not currently shared among procurers due to confidentiality of supplier submissions.
· Prescreening of suppliers: For production capabilities and /or capability to submit appropriate documentation for regulatory approvals
· Misleading statements made by manufacturers to procurement agencies on quality issues
2. STRATEGIES

In order to solve these challenges several long and short (interim) term strategies where outlined by the attendants, notably:

Long term strategy: 

· Incentivizing WHO prequalification for quality manufacturers (either brought up to the quality standard or quality manufacturers attracted to the public market). 

· Mitigating/reducing the risk of all OC procurement (both prequalified and non-prequalified).
· Increasing cooperation with NDRAs (i.e. capacity building, harmonizing recognition, promoting fast track for WHO prequalified) 
Interim solutions: Short-term strategies designed to cover the time period (envisioned as a phased process of approximately two years) until there is an increase of sufficient prequalified suppliers.

· Revisiting some (good) companies that may have lost interest on the public market and provide some incentives

· Complementing the WHO PQ program / with an Expert Review Panel for Reproductive Health products (similar the ERP used by the Global Fund).
3. ACTIONS FOR RHSC FOLLOW UP

To be completed in the coming months. These recommendations, please refer to the table below, are the product of a brainstorming amongst participants and do not necessarily represent the official position of the agencies involved.  

Some of these recommendations have been considered urgent by the working group and have been assigned deadlines for implementation and coordinators. Some transversal action items may affect one or more areas. 
	1.MINIMIZING RISK WHEN BUYING NOT-YET-CERTIFIED PRODUCTS

(Which are of sufficient quality)

	ITEM
	FOCAL POINTS
	DEADLINE

	Adopt Global Fund QA standard as minimum quality policy 
	Steve Kinzett
	Draft a proposal by 1 August 2010

	Temporarily Prequalify Suppliers -Via ERP QA system-: Suppliers would have one year to move with prequalification.

· To be used for suppliers of sufficient quality but not yet prequalified) 

· Form group of procurers that can issue “waiver” to a manufacturer based on its own “ERP” for a one-year period 

· Meet annually (until sufficient suppliers are WHO-prequalified) to issue “waivers”
	Ben Light/Tracey Brett/Agnes Chidanyika /Todd Dickens
	Drafting procedures by 1 August 2010

Group meeting to decide on way forward  (TBD after procedures)

	Develop own expert panel to meet procurers needs: Assess needs and work with the QA partners,
	UNFPA Copenhagen/WHO
	

	Find resources for funding ERP 
	Ben Light/ UNFPA Copenhagen
	

	RHSC working group to advocate new product types and ERP level
	Steve Kinzett/MDA Working Group 
	Discuss at Kampala working group meeting 1 June 2010

	RHSC could encourage suppliers to qualify 
	Ben Light
	1 August 2010

	RHSC partner coordination of site inspection/site visits/ document review
	TBD
	TBD


	2.  PRODUCT REGISTRATION ISSUES

	ITEM
	FOCAL POINTS
	DEADLINE

	Advocate for SRA/WHO/FDA PQ to be accepted as a way to meet country registration requirements: If a product is prequalified, the registration submission could be either waived or fast-tracked by the registering authority
	Ben Light
	TBD

	Gather Information: Comparative study on registration issues 
	Ben Light/Tracey Brett/ Todd Dickens
	TBD

	Work with countries/regional groups on reciprocity agreements:

· Encourage countries to develop regional joint product registration

· Work with regional groups who are harmonizing drug lists – to harmonize registration or do joint registration
	Ben Light/Tracey Brett/ Todd Dickens
	1 December 2010

	Research current  situation of donated commodities and non commercial products :  What is required for registration in donated commodities/or non commercial products
	Ben Light/Tracey Brett/ Todd Dickens
	1 December 2010


	3. MARKET INCENTIVES

	ITEM
	FOCAL POINTS
	DEADLINE

	Ask RHSC to advocate prequalification to suppliers
	Ben Light
	1 August 2010

	Determine share of public procurement in the total OC market  
	TBD
	TBD

	Presenting the measures below for discussion at the RHSC coalition: As these would require political commitment. 
	Steve Kinzett / Morten/ Lester Chinnery
	

	RHSC partner coordination of site inspection/site visits/ document review
	Lester Chinnery/Pater Hall
	TBD

	Form group signing all parties from the RHSC (Agencies, etc): The group would meet periodically
	TBD
	TBD

	Ask suppliers to start WHO PQ
	TBD
	TBD

	Create a list of suitable suppliers: Close to WHO PQ or attaining PQ but not interested in public markets 
	TBD
	TBD

	Provide 1 year waivers to manufacturers that are close to complying with WHO PQ (ERP scheme)
	TBD
	TBD

	Use existing Technical Assistance Programs to help suppliers
	TBD
	TBD

	Using joint demand planning to help incentivize prequalification
	TBD
	TBD

	Procurement Agencies buy one year from ERP scheme suppliers; 
	TBD
	TBD


	4. AVAILABILITY VERSUS QUALITY CERTIFICATION

	ITEM
	FOCAL POINTS
	DEADLINE

	Common specifications of standard products (for both existing products and new generics, where we see opportunities). These should include: 

· QA strategy which varies by product

· Sampling/testing plans

· RHSC partner coordination of site visits / doc reviews / monitoring 
	Todd Dickens/Humberto Zardo/Eli Carter
	1 August 2010

	Explore new form of contract : Like contract manufacturing; to encourage more suppliers to start manufacturing key products
	Lester Chinnery/Pater Hall
	TBD 

	Defining the scale of availability/quality matrix (similar to on MSF model):  Using WHO PQ as a benchmark
	Lester Chinnery/Pater Hall
	1 August 2010

	Create a list of suitable suppliers: Close to WHO PQ or attaining PQ but not interested in public markets
	TBD
	TBD

	Identify candidates, time, and cost to prequalify: Helping suppliers to obtain WHO PQ or attracting suitable suppliers to the public market
	TBD
	TBD

	Identify attitudes and commitment of suppliers: MOU requiring continuous improvement or else supplier is removed from program.
	TBD
	TBD

	Invitation of bids to potential suppliers
	TBD
	TBD

	Distribution of orders to nurture the market
	TBD
	TBD

	Research product interchangeability 
	TBD
	TBD


	5. COST OF QUALITY

	ITEM
	FOCAL POINTS
	DEADLINE

	Not presented during this meeting but noted as area of concern. 
	TBD
	TBD
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ANNEX 2: AGENDA

Monday 10 May

Session 1 Quality Assurance of Hormonal Contraceptives in procurement

Introductory remarks 

Presentation 1 Quality Assurance of Hormonal Contraceptives in procurement (Helene Moller)
Presentation 2: Update on Bill & Melinda Gates Foundation project (Morten Sorensen)
Interactive session 1: Expectations summarized on flipchart
TEA / COFFEE

Presentation 3: Update on Medicines Prequalification (Helene Moller)
Interactive session 2: Challenges in procuring oral hormonal contraceptives 
Session overview

Next steps

LUNCH

Session 2 Model Quality Assurance System 

Presentation 4: Overview of the requirements of a Model Quality Assurance System for Procurement Agencies (Helene Moller)
Interactive session 3 Participants to review interagency pharmaceutical product questionnaire, discuss how information is solicited 
Presentation 5: MSF Qualification Scheme & Rating Scale (Helene Moller)
TEA / COFFEE

Presentation 6: GMP - QSM presentation showing the gaps in legislation (Helene Moller)
Interactive session 4: Q&A - Around the table: Participants to share experiences with text on GMP - debate possibility to harmonize requirements. 

Closing Remarks

Tuesday 11 May

Session 3: Quality Assurance

Summary Day 1 (Lois Todhunter)
Interactive session 5: Quality Clinic: anonymous consultation on pre- and post-shipment quality issues
TEA / COFFEE
Presentation 7: Quality Assurance of Hormonal Contraceptives in procurement Stability (Helene Moller)
Presentation 8: Bio equivalence (Helene Moller and Anthony Gould) 
LUNCH

Interactive session 6: Discussion on the differences between WHO and SRA Prequalification (Anthony Gould). 

Presentation 9: Handout on UNICEF Technical requirements for Pharmaceutical products

TEA / COFFEE
Session 4: Short & Long Term Solutions

Presentation 10: Need to move forward (Benedict Light)

Closing Remarks

Wednesday 12 May

Summary Day 2 (Tracey Brett)
Interactive session 7: Review of the list of challenges around the table and selection of areas of concern. 
TEA / COFFEE
Interactive session 8: Review of selected areas of concern breaking into groups
LUNCH

Interactive session 9: Collection of ideas and option analysis  

Review of Kampala Meeting preparations

Next steps
Closing Remarks
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