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Overview by Dr Bill Hominick, CABRI/EBRCN Secretariat
Over the 42 months of the EBRCN project, it became increasingly clear that Biological Resource Centres (BRCs) will have to establish Quality Management Systems if they had not already done so. However, the processes of accreditation and certification are governed by specific standards, and sometimes it is not apparent how these relate to BRCs. This final workshop for the EBRCN project provided an opportunity to discuss the options available and the philosophy behind each. Clearly, the EBRCN partners need to understand the options and any limitations, so that they can discuss the way forward with European Co-operation for Accreditation (EA) and national accreditation bodies. The 32 participants are listed at the end of this summary.

Purpose of workshop: To exchange information so that participants are aware of their options and can move towards defining the most appropriate systems for BRC's and to offer feedback to the OECD Biological Resource Center Task Force.

Speakers : 

· Rob Bettinson, Development Manager, United Kingdom Accreditation Service

· Nelawu Malanda, Quality Manager, BCCMTM
· Dunja Martin, Quality Manager at DSMZ and Consultant at Innexum Quality Systems, Innexum GmbH
· David Smith, Curator, CABI Genetic Resources Collection and Chair of the meeting

PRESENTATION 1: THE BACKGROUND (Nelawu Malanda and David Smith)

1) Introduction: Purpose of this workshop

· Exchange of information 

· Make all participants aware 

· Try to find an EBRCN position on these matters

2) Introduction: Summary of the workshop

· The OECD context (D. Smith)

· Accreditaion versus Certification (N. Malanda)

· Existing authoritative documents (N. Malanda)

· The Belgian case (N. Malanda)

· UKAS and ISO Guide 34 (R. Bettinson)

· DSMZ and ISO 9001 (D. Martin)

· Closure + Discussions (D. Smith)

3) What is a BRC? For OECD

· Repositories of Biological material (BM)

· Suppliers of BM and related Information (I)

· R&D on this biological material

· Service providers

4) Why does the OECD want QMS in BRC’s? 

Setting up a Global Biological Resource Centre Network (GBRCN) requires:

· Common certification system and operational standards
· General principles of Biosecurity

· Collaboration with international initiatives e.g. WFCC; GBIF

· Standards for information linkage and exchange

5) Tools available to set up a GBRCN:

Guidance for the Operation of Biological Resource Centres:

· Certification + quality criteria for BRCs Part 1: General Requirements for the operation of BRCs - Done

· Part 2 Microorganism Domain - Done

· Part 3  Animal cell Domain - In preparation

· Part 4  Human cell Domain - In preparation

· Part 5 Plant cell Domain - In preparation

These are evolving documents, still in discussion

6) Guidance for the Operation of BRC’s - Certification and quality criteria for BRCs

· Framework for national certification through independent review by a third party 

· Mechanism for monitoring and review, based on scientific, technical and administrative expertise
· Certification through a process approved by national governments but either through a certification body recognised by government or through a transparent certification procedure recognised by government or directly by government

· Certification based on authoritative documents and the OECD’s Guidance for the Operation of Biological Resource Centres (2003), Parts 1-5

7) Accreditation/Certification : these two terms are frequently used as synonyms, but they have different meanings. (See the definitions in Bettinson’s presentation, item 6, RECOGNITION)

8) Why should culture collections implement a QMS?

· BRC benefits in a number of ways

· User benefits in a number of ways

· When a Depositor puts in material, there is no guarantee, but when a customer requests the material, a guarantee about quality is expected.

9) Questions for EBRCN:

· QMS via Accreditation? ISO 17025 or ISO Guide 34?

· QMS via certification? ISO 9001?

10) Accreditation vs Certification

· Accreditation Bodies provide accreditation competence that affect Certification bodies

· Certification bodies provide certification conformity for products / services / organisations / individuals.

· The question is, which is appropriate for BRCs?

· And which authoritative documents should be used?

11) Accreditation in Europe (EA – International Mutual Recognition)
· Technical competence within a QMS

· Standards have technical and quality management requirements

· Laboratories ISO 17025

· Inspections ISO 17024

· Reference Material ISO Guide 34

· Professional Testing ISO Guide 43

· Certification for Products EN 45 011

· Certification for Quality systems EN 45 012 and ISO 66 leads to ISO 9001 and ISO 14001

· Certification for an individual EN 45 013

12) What are the possibilities for BRCs ? 

ISO 9001 

· Process based

· Geared around management and continual improvement

ISO 17025

· Standard for laboratories executing analyses

· Geared around competence

ISO Guide 34 

· Standard for reference material producers

· Geared around competence

Other: there are several other international standards but the above 3 were being considered by collections or were recommended by accreditation bodies as being most appropriate.

13) Similarities of the standards (ie they are based on several similar key elements):

Plan

· Policy + Objectives

· Infrastructure

· Personnel

· Control of documents + records

Do

· Direct process (Accession to Supply)

Check

· Complaints + Non-conformities

· Internal audits

Act

· Corrective actions 

· Preventive actions

14) Towards a Belgian BRC
· Two approaches were needed because the BCCM is a consortium with different requirements amongst the partners. One approach was to go for ISO 9001, the other to ISO 17025 and ISO Guide 34.

· The partners are now working towards a unified standard in 2005.

15) Whatever the choice, Do it for yourself
Benefits for the BRC

· Sets out defined work policies and procedures

· Formalises your know-how

Benefits to the user

· Increased confidence + credibility 

Benefits for the BRC’s staff

· Increases job satisfaction

· Increases involvement

· Clarifies responsibilities

PRESENTATION 2: Quality Assurance in BRCs (Rob Bettinson)

1) EXISTING STANDARDS
· ISO 9001: 2000 Requirements of Quality Management Systems
· ISO/IEC 17025: 1999 General requirements for the competence of testing & calibration laboratories

· ISO Guide 34: 2002 General requirements for the competence of reference material producers

2) Quality Management System
· Forms the core of any quality assurance system

· Ensures maintenance of system – confidence of ongoing conformity

· ISO 9001 is the benchmark of all standards

· Other standards (including ISO 17025 and ISO Guide 34) incorporate key requirements of ISO 9001


3) ISO 9001 - Scope
Specifies requirements for a quality management system where an organisation:

(a) needs to demonstrate its ability to consistently provide product that meets customer and applicable regulatory requirements, and 

(b) aims to enhance customer satisfaction through the effective application of the system

4) ISO/IEC 17025 - Scope
Specifies the general requirements for the competence to carry out tests and/or calibrations, including sampling. It covers the use of standard methods, non-standard methods, and laboratory-developed methods.

5) ISO Guide 34 - Scope
· Sets out the general requirements in accordance with which a reference material producer has to demonstrate that it operates if it is to be recognised as competent to carry out the production of RMs.

· References ISO/IEC 17025 as a normative document

6) Recognition

· CERTIFICATION: Procedure by which a third party gives written assurance that a product, process or service conforms to specified requirements

· ACCREDITATION: Procedure by which an authoritative body gives formal recognition that a body or person is competent to carry out specific tasks

· These are the official definitions and are the ones that should be used

7) UKAS Project
· UK Government recognises importance of RMs in research/industry

· Department of Trade and Industry provided funding for project to develop accreditation service

· Very keen that this includes biological materials as well as chemical

· Steering Committee is being set up to represent key stakeholders

· Looking at accreditation to new ISO 34 guide

8) UKAS & BRCs
· Project includes CABI Bioscience (represents a BRC)

· Discussions concluded that:

· Require demonstration of competence

· ISO/IEC 17025 suitable for certain activities

· ISO Guide 34 provided most suitable approach to overall process

· Not in anyone’s best interests to consider development of a new Standard, as current standards are more flexible than they appear.

9) ISO Guide 34:2000
· Includes most aspects of ISO/IEC 17025 but not to the same level of detail

· Additional sections include:

· Production planning and control

· Material handling and storage

· Material preparation

· Characterisation

· Certificate

· Homogeneity and stability

10) Flexibility
· Recognised that not all requirements in ISO Guide 34 will be relevant to BRC’s

· Develop guidance document to sit alongside ISO Guide 34 when assessing BRC’s

· Tailor requirements of ISO Guide 34 to meet the needs of BRC’s

· The standard mentions “where applicable” for the requirements.

11) International
· UKAS is also strongly involved in EA developments (through the laboratory committee)

· Approach still being finalised – could be a combination of ISO/IEC 17025 and ISO Guide 34

· APLAC (Asia-Pacific region) are already accrediting directly to ISO Guide 34

· ILAC (International Laboratory Accreditation Committee) has proposed ISO Guide 34 as the appropriate Standard

· The UK strongly supports ISO Guide 34 as the appropriate standard

Presentation 3: Quality Management at DSMZ : Implementation of an InternationalLY Recognised Quality Standard covering Management of Experience and Protection of Diversity: DIN EN ISO 9001:2000 (Dunja Martin)
1) DEMANDS:

· establishing an international quality standard:

· quality policy, ~ planning, ~ control, ~ demonstration, ~ assurance

· responsibility (management levels and employees)

· organisation (processes and resources) 

· structuring and management of expertise
· employee focus and ~ qualification

· objective orientation

· continuous improvement processes and analysis methods

· protection of different interests and ensuring diversity
· customer focus

· product stability and traceability

· transparency

Solution: there were advantages for DIN EN ISO 9001:2000 as it covers these demands

2) THE CHALLENGE:

· Internal and product related challenges

· perpetuation of highly flexible work groups

· preservation of the characteristic traits of each branch  (Micro-Organisms, Plant Cell Cultures, Human and Animal Cell Cultures, Plant Viruses)

· assuring the scientific potential and expert knowledge

· unrestricted scope for design in science

· integration of the peripheral equipment and infrastructure in highly qualified processes

· standardisation of quality measures of all 4 domains within 1 guiding principle

· transparency of the internal organisation and fortification of communication

· systematic and continual improvement and implementation of synergies between the domains

· sustainable assurance and extension of employment and market shares
3) REALISATION:

Step 1:

· definition of quality aspects and quality manual

· definition of quality programs

· definition of process library (SOPs for laboratory and management procedures)

· establishing a quality management team (representatives of all branches and domains)  

Step 2:

· creation of master business procedures

· creation of meta procedures (meta SOPs) for laboratories

· fixing organisation charts and process network

· document releases and staff training

· methods for weak-point analysis

Step 3:

· customer opinion poll

· laboratory audits

· internal audit

· start of electronic process management and recording

· certification audit

4) Realisation example – Periphery and infrastructure
Integration of peripheral equipment and infrastructure in highly qualified processes:

· labelling and batching, release and storage system (electronically based)

· media

· chemicals

· products

· unified handling of records concerning the equipment

· maintenance and analysis for e. g.

· incubators

· refrigerators and freezers

· internal devices training

· programs for cleaning, hygiene, security, qualification and house-keeping

· facility management

5) The outcome:
· 226 procedures, records and guides have been established to assure quality and security in laboratory and management processes

· all procedures will be continuously revised and the system is continuously extended by new procedures and applicable standards

CONCLUDING REMARKS FOR THE WORKSHOP

Lively discussions took place during this workshop. They were wide-ranging, and it was clear that this workshop stimulated much thinking and only started a process that will continue long into the future. It was also clear that at the start of the EBRCN project, this discussion and workshop could not be anticipated. It is a mark of the significant progress during the project that such an important topic came to the top of our agenda. 

Some key points that emerged during the workshop:

· The word “guarantee” has specific meaning legally. No standard uses the word (Bettinson).

· We are looking at accreditation of an organisation for its competence. We are not looking to certify or accredit products as to their standards.

· A BRC is frequently a part of an organisation. It is not necessary to accredit the organisation – it may be appropriate to accredit only a laboratory concerned with meeting the standards.

· Why not have a new European Standard? First, the time it would take is prohibitive. Second, there will be resistance from the accrediting bodies because a new standard would dilute existing standards, which have built-in flexibility. However, there was some concern that the standards did not have enough flexibility, and this is a key issue to be clarified. BRCs are concerned that existing authoritative documents were not developed with BRCs in mind, and BRCs have unique requirements that are not addressed by the built-in flexibility.

CONCLUDING STATEMENT FROM PARTICIPANTS

This statement was agreed unanimously by all present.

1) Quality Management Systems are an objective of the Partners constituting EBRCN.

2) While some collections have achieved ISO 9001 or intend to reach ISO 9001 standard, some collections believe it will be necessary to adopt other, possibly higher, standards.

3) All collections would welcome a study to test options available or proposed.
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	PARTICIPANT
	COLLECTION
	E-MAIL

	
	
	
	

	Belgium
	Martine Vanhoucke 
	BCCM/LMBP
	martine.vanhoucke@dmbr.UGent.be

	
	Danielle Janssens 
	BCCM/LMG
	danielle.janssens@UGent.be

	
	Nicole Henry 
	BCCM/BSPO
	henr@belspo.be

	
	Nelawu Malanda
	BCCM/BSPO
	mala@belspo.be

	
	Philippe Desmeth
	BCCM/BSPO
	desp@belspo.be

	
	Marleen Bosschaerts  
	BCCM/BSPO
	bosc@belspo.be

	
	Jean Swings
	BCCM/LMG
	Jean.Swings@UGent.be

	
	Vinie Storms
	BCCM/LMG
	Virginie.Storms@UGent.be

	
	
	
	

	Bulgaria
	Snezhana Dimitrova
	NBIMCC  
	nbimcc@cablebg.net

	
	Tanya Yordanova
	NBIMCC  
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	Czech Republic
	Helena Zemlickova 
	CNCTC
	hzemlickova@szu.cz

	
	
	
	

	France
	Chantal Bizet 
	CIP
	bizet@pasteur.fr

	
	Francois Bimet
	CIP
	bimet@pasteur.fr

	
	Beatrice Dutertre
	(CERDIC) 
	dutertre.cerdic@wanadoo.fr

	
	
	
	

	Germany
	Erko Stackebrandt
	DSMZ
	erko@dsmz.de 

	
	Christine Rohde
	DSMZ
	chr@dsmz.de

	
	Manfred Kracht
	DSMZ
	mkr@dsmz.de

	
	Dagmar Fritze
	DSMZ
	dfr@dsmz.de

	
	Dunja Martin
	Innexum GmbH
	dm@innexum.com

	
	
	
	

	Hungary
	Judit Tornai-Lehoczki 
	BUESPA, NCAIM
	jtornai@omega.kee.hu

	
	Tibor Deák 
	BUESPA, NCAIM
	tdeak@mail.kee.hu

	
	
	
	

	Italy
	Barbara Parodi
	IST/INRCAN.BT
	iclc@istge.it

	
	
	
	

	Latvia
	Vizma Nikolajeva
	Microbial Strain Collection of Latvia
	collect@lanet.lv

	
	Daina Eze
	Micro Strain Coll. of Latvia
	collect@lanet.lv

	
	
	
	

	Netherlands
	Joost Stalpers
	CBS
	stalpers@cbs.knaw.nl

	
	Gerrit Stegehuis
	CBS
	stegehuis@cbs.knaw.nl

	
	
	
	

	Poland
	Anna Misiewicz
	Cult. Coll.Indust. Microorganisms, IAFB
	misiewicz@ibprs.pl

	
	Danuta Juszczakiewicz
	Cult. Coll.Indust. Microorgs, IAFB
	juszczakiewicz@ibprs.pl

	
	
	
	

	UK
	David Smith
	CABI Bioscience
	d.smith@cabi.org

	
	Bill Hominick
	Secretariat
	hominicks@ntlworld.com

	
	David Dent
	CABI Bioscience
	d.dent@cabi.org

	
	Rob Bettinson
	UKAS
	rob.bettinson@ukas.com
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