


EUROPEAN BLOOD ALLIANCE 

WORK GROUP ON COLLABORATIVE QUALITY MANAGEMENT

TERMS OF REFERENCE

1. CONTEXT

The EBA Work Group on Collaborative Validations (WGCV) was founded in 2009 to respond to the recommendations in the report ‘Costs of Validation of New Products by BTSs in Europe – Pilot in 6 Services (March 2008) produced by EBA, Eucomed and EDMA as part of the Global project, sponsored by ABO (The alliance of Blood Operators) and the device and diagnostics industries, which has investigated the costs of validation of new products by Blood Transfusion services (BTSs) with the following objective:

To recommend how the supply chain for devices and diagnostics for Blood Transfusion Services (BTSs), from product conception, through testing and validation, to regular sales, can be streamlined in ways that would benefit patients, and allow more productive use of scarce resources by product manufactures and BTSs. 

Within this remit a Collaborative Supplier Audit Pilot was carried out in 2011 and documented in the ‘Collaborative Supplier Audit (CSA) Initiative – Report of Findings’ which concluded that: 

Collaborative supplier audit is therefore considered an initiative well worth serious pursuit with a view to establishing it within routine EBA management processes.

This conclusion was ratified by the EBA Board at the meeting in Brussels in April 2012 together with the recommendation to merge the CSA and WGCV work groups in order to optimise the commitment of resources across the EBA members.  

Further to this, the scope of the working group will also address and provide a discussion forum for aspects which will support Collaborative Quality Management. The scope of activities will include Validation, Supplier Audit, Documentation Management Practices, and Change Control.

2. OBJECTIVE
The Objective of the European Blood Alliance Work Group on Collaborative Quality Management (WGCQM) is to lead and to co-ordinate EBA’s activities relating to all Quality Management aspects, but specifically those relating to collaborative validation and joint supplier audits, in order to deliver cost savings and efficiencies, to share best practice, and provide networking opportunities. The WGCQM will work within a remit from the EBA Executive and will report on its activities to the EBA Executive and Board periodically and at EBA Board meetings.
The objective of the WG is mainly aligning on the EBA strategic objectives 1 (to help members improving performance through collaboration) and 3 (to facilitate information and experience sharing). 

3.  EXPECTED DELIVERABLES
The expected deliverables to be produce by the WGCQM are:

1. Short Term

a) Define procedures for Supplier Audit, e.g. Standard Reports

b) Produce a paper to promote and explain the benefits of the group to people who are actively engaged in Validations 

2. Medium Term

a) Produce a schedule of 

i. Validations 

ii. Supplier Audits

b) Produce a standard format of documents e.g. Validation Protocols

4. MEMBERSHIP, MODUS OPERANDI AND WORK SCHEDULE
The EBA WGCQM membership will be approximately 10 members being drawn from a cross-section of EBA members who are active in their support for this project. Costs will be met by the participating members unless specifically funded from other sources.

Formal commitment for the EBA WGCQM is required from WGCQM members, EBA members and the EBA Board. 

The EBA WGCQM will have a Chair and Co-Chair who will be nominated by the EBA Board. The term of office for the Chair and Co-Chair shall be 4 years. 

The members of the EBA WGCQM will act as links with subject matter experts in order to expedite the WG’s objectives and work programme.

It is envisaged that the EBA WGCQM will meet every 2 months via conference call / Webex and once a year face-to-face to coincide with EBA Board meetings. Members may appoint deputies to attend meetings on their behalf. 50% attendance of members is required for a meeting to be quorate. The WGCQM will aim to progress most of its activities by contact between meetings. The language for activities is English.

The EBA WGCQM will communicate with the EBA Executive and Board via the EBA Board Liaison who will advise on industry initiatives and the activities of other EBA Workgroups as necessary. 

The EBA WGCQM will ensure transparency of its activities to EBA members through the use of Basecamp for communication purposes, centralised storage of project documentation and the publication of approved deliverables.

The EBA WGCQM will provide information and documentation to external agencies via its webpage

http://82.94.175.23/Eba/eba.nsf/All/Collaborative-Validations.html
The proposed work plan for the period 2012-2013 is presented below.

EBA WGCQM

September 2012

EBA Board Liaison – Philippe Vandekerckhove, Belgian Red Cross - Flanders
EBA WGCQM Chair – Janet Sampson, Welsh Blood Service

EBA WGCQM Co-Chair – Jan Ceulemans, Belgian Red Cross - Flanders
EBA WGCQM Membership

Stephanie Agoston, Sanquin, Netherlands

Dr Azzedine ASSAL, Etablissement Francais du Sang, France

Neil Beckman, NHSBT

Natalija Bolbate , Latvia Blood Donor Centre

Teemu Laakso, Finnish Red Cross Blood Service

Derek Hunter , SNBTS

Pauline Johnstone, SNBTS

Andrew Lamb, SNBTS

Petra Van Krimpen, Sanquin, Netherlands

Céline Marcou-Cherdel, EFS

Dr. Thea Mueller-Kuller, German Red Cross

Marie O’Connell, Irish Blood Transfusion Service

Peter van Mourik, Sanquin, Netherlands

Stephen Vardy, NHSBT

Betty Wickens, NHSBT

EBA WGCQM Project Plan 2012-2013

1. Finalise Terms of Reference

End September 2012
2. Agree membership



End September 2012
3. First face-to-face Meeting


November 2012
4. Liaise with Eurobloodpack Technical Committee to monitor revisions of Eurobloodpack Validation Protocol and their application to Eurobloodpack Procurement Project
Ongoing
5. Short Term Objectives

a. Define procedures for Supplier Audit, e.g. Standard Reports

b. Produce a paper to promote and explain the benefits of the group to people who are actively engaged in Validations 
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