Minutes from DSBS Meeting: Follow up on Validation Workshop
Working Group
The idea of creating a ’Working group’ was discussed. The general conclusion was that we would like to go further in the validation issues, but it was hard to commit him/herself to work actively in a ’working group’.

Ideas for future meetings
Several ideas for organizing new meetings were discussed. The following was proposed:
· Discussion of guidelines: We would like to find out what they exactly say and discuss how to interpret it.

· Create different scenarios and discuss what to do on each case.

· Hear experience from other pharmaceutical companies (outside DK) and from firms working on other fields
· Invite PSI to talk about their Validation Guideline.

There was interest in planning a new workshop on about 1 year time.
Final Aim

The final aim of the meetings and discussion could be a ‘Consensus Paper’. 

This aim requires, however, some hard work. We should try to put in paper the discussions and conclusions after a meeting, so there is some material as a basis for the ‘consensus paper’.
Next Meeting
During the meeting it was decided to schedule a meeting on 22nd May 2003 to discuss what guidelines say about validation and specifically validation of statistical programs.

In order to have a good collection of guidelines, all members will be asked to search for them and to send it to the DSBS webmaster (Bjarne Nielsen) to be putted in the list.
Moreover, those who are willing to read one/some of the guidelines and prepare a presentation to serve as basis for discussion to the meeting in May, should contact Silvia Codony (sgc@spadille.dk), who will take care of the coordination.
Other
DADM has created recently a working group (4 people) to work on validation procedures. The group has still not defined their aim and tasks, but all attendees found natural to collaborate and work together.
