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Minutes of the RegiSCAR-Meeting in Freiburg, November 30, 2002
Participants:

Dr. Maja Mockenhaupt, Germany

Jürgen Schlingmann, Germany

Dr. Martine Grosber, Germany
PD Dr. Brunhilde Blömeke, Germany

PD Dr. Johannes Norgauer, Germany

Dr. Erika Graf, data center, Germany

Dr. Alexis Sidoroff, Austria

Ariane Dunant, France

Dr. Jean-Paul Fagot, France

Dr. Christine Lonjou, INSERM Toulouse, France

Dr. Claudia de Toma, CEPH Paris, France

Catherine Paoletti, France

Prof. Dr. Jean-Claude Roujeau, France

Dr. Bruno Sassolas, France

Cécile Viboud, France

Prof. Sima Halevy, Beer-Sheva, Israel

Dr. Sara Weltfreund, Israel

Dr. Jutta Lehmann, Italy

Dr. Davide Melandri, Italy

Dr. Jan Nico Bouwes-Bavinck, The Netherlands

Dr. Willem Diemont, The Netherlands

Dr. Silvia Kardaun, The Netherlands

Dr. Christianne Wensveen, The Netherlands

Report of the current status of the RegiSCAR-project in each participating country:
Israel: 

The genetic committee needed for final approval of the RegiSCAR-project does not meet before February or March 2003. Therefore, the study will probably not start before March or April 2003. Sima Halevy will clarify, whether she could start the epidemiologic part of the study and perhaps obtain blood samples later, i.e. after the approval of the genetic committee.
Austria:
The meeting of the ethical committee is scheduled for December 12, 2002. In case the RegiSCAR-project will be approved, the study could start right away.

Italy:
The RegiSCAR-project has been approved by the ethical committee. The transport of blood samples to Paris is already organized. 

The Netherlands:
The protocol of the RegiSCAR-project was submitted to the ethical committee, which will meet in the beginning of December 2002. However, Jan Nico Bouwes Bavinck does not expect an approval of the study before the end of the year 2002. Depending on the discussion and the decision of the ethical committee, he might try to start the epidemiological part of the study similar to Sima Halevy in Israel.

France:
The RegiSCAR-project has been approved by the ethical committee in July 2002. In addition,  the so-called “National Commission of Freedom and Data Protection” had to be approached for permission of the study before data can be obtained and transferred to the data center in Freiburg. 
Germany:
The RegiSCAR-project was approved by the ethical committee in September 2002. Concerning data protection earlier documents of the German registry of severe skin reactions are accepted.

Data center:
The data center will prepare a document on data transfer and data protection, especially concerning the genetic information/genetic study scheduled within the RegiSCAR-project. The linkage between interview (epidemiological data) and blood samples (genetic data) will be addressed in the above named document. 

Questionnaires (case record forms):
1. All cases ascertained by the RegiSCAR-project will be assigned a seven digit interview number. Two digits are specific for each country, one for hospital or interviewer (to be decided by the national team), four digits for the subsequent cases ascertained.

2. Minor changes will be performed for the first interview questionnaire for SJS/TEN and AGEP, before the actual version will be distributed to each clinical team. The questionnaires and the guidelines (manual for questionnaire) shall be prepared until January 1, 2003). 
3. In terms of the medication sheet a list of highly suspected drugs and new alerts for each country shall be provided.

AGEP:
A document on inclusion criteria for acute generalized exanthematous pustulosis (AGEP) will be prepared by Alexis Sidoroff from Austria.

Centralized collection of blood samples:
· In terms of packaging, it must be ensured that blood samples are transported in specific containers, as all blood samples are considered potentially infectious. 

· Blood samples of patients known to be infectious (known hepatitis, known HIV-infection) should not be sent to CEPH. The samples should be taken from a so-called non-risk-population. 

· The smallest package size will be ≥10 cm. For cases only one sample (one interview number) should be sent in one package to CEPH in Paris. 

· In Germany TNT has been contacted, because there is already an existing contract for the university of Freiburg. Other teams should try to clarify, whether TNT is the best option for shipment of samples or whether other providers should be addressed.

· Due to the fact that costs of shipment are rather high, the Israeli team might consider to  store the samples in an appropriate laboratory of the university of Beer-Sheva and sent only one shipment per year to Paris. This option will be discussed and further clarified by the Israeli team until the next meeting. 

· For control patients only DNA is needed, which means that all samples of controls (whether infected or not) can be sent to CEPH. Controls should be ≥ 18 years of age (Austria ≥ 19 years of age). Several samples of control patients can be sent in one big box, if the samples are clearly identifiable.
Date of next RegiSCAR-meeting:
The next RegiSCAR-meeting is scheduled in Freiburg from March 6 to March 8, 2003. 
