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Eurogentest Newsletter (Unit 1, WP1.1; Coordinator Els Dequeker)
Workshop on Laboratory Accreditation

Among the objectives of Unit 1 is the development of a series of workshops with the aims of (1) aiding laboratories in the process of developing quality systems and working towards accreditation and (2) of harmonizing the approaches to accreditation in genetics laboratories across Europe. 
The 1st Expert Workshop on Laboratory Accreditation was held in the Centre for Human and Clinical Genetics, LUMC, Leiden on 14-15 April 2005, organized by Els Dequeker, Sarah Berwouts and Michael Morris. Eurogentest partner Mieke Gielis (MCR Leuven), a specialist in the “human side of change processes”, participated actively in the organization and in the workshop itself. The initial workshop brought together people working either in laboratories that are already accredited or in the process of developing a quality system and working towards accreditation. 
Participants
A variety of participants were invited, including laboratory directors, scientists, technicians and quality managers, from cytogenetic and molecular genetic laboratories;. The attendees were:

Sarah Berwouts, Els Dequeker, Mieke Gielis , Valérie Race, Ivo Salden, Els Schollen (BE); Jana Camajova, Milan Macek (CZ); Uta Malburg (DE); Aileen Butler, Shirley McQuaid (IE); Joana Cerqueira, Paula Magalhães (PT); Alan Clark, John Harvey, Tony Herbert, Eddy Maher, Cathy McConnell (UK); Frédérique Bena, Michael Morris (CH); Bert Bakker, Lies Hoefsloot, Sjoukje Holtrop, Annemie Neary-Smit, Claudia Ruivenkamp, Els Voorhoeve (NL). 
Workshop
The specific aims were to compare and share experiences of implementing and living with quality systems, to compare the different norms for accreditation in Europe, and to examine cases of concrete situations related to quality processes that may arise in laboratories. 
The workshop was very interactive, with only brief formal presentations. Structured questionnaires helped participants formulate their opinions, positive and negative, about quality systems and provided a basis for honest discussion. 
Three case studies were discussed first in workgroups and then in open forum. They addressed situations that could arise in any laboratory: temperature control/calibration, expiry date of reagents, reporting and documentation, and personnel training. Groups debated these based on their own experiences and practices and compared the treatment of the issues in different accreditation norms (e.g. ISO15189 and 17025, CPA, CCKL). 
The workshop was complemented by very interesting visits to the Molecular Genetics and Cytogenetics laboratories in Leiden, which were amongst the first in Europe to be accredited; the organizers are very grateful to Bert Bakker and the many collaborators who invested a lot of their time and effort.
Although before the workshop expectations and motivation were very varied, from enthusiasm to reluctance, everybody participated very actively and honestly and the workshop was both enjoyable and successful. Repeated comments mentioned the impression that everybody had the “same goal”, the “same questions” and the “same problems”. Although formal requirements may vary between norms, it was evident that the commonality of approaches between labs will make a significant degree of harmonization a feasible and relatively natural outcome. Many amongst us left with renewed enthusiasm and new ideas for our quality systems and/or our accreditation processes.  
Perspectives

All participants provided detailed feedback, which will be used for planning future workshops. 

The active approach was highly appreciated and a similar format will be maintained for future workshops in this series. Specific topics that were requested included IT support for quality management (almost unanimously requested), more detailed information about different accreditation norms, experiences of accredited labs, and specific support for the problems of smaller labs wanting to achieve accreditation. The possibility of expanding participation to more labs while maintaining the active format is under discussion.
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