HL7 Clinical Trial Registry and Results Project

Meeting Minutes – Working Group
10-December-2008, 10 AM Eastern time

Attendees:  Morgan Hadley, Kris Spahr, Pierre-Yves Lastic, Bill Friggle, Stephane ?, Lisa White, Monica Mehta, Isabelle de Zegher, Mitra Rocca, Scott Getzin, Tracy Beck

I. Project Overview:
Mission is to develop globally recognized data standard(s) for registering trials and reporting results on clinical trial registries and results databanks.

· Goal is to have one standard for both registration and results, but recognize that we might need one model for registration and one model for results.  There is no intent to have different standards for each region.
· There may be one model for registration, of which results reporting is a sub-set. (Scott)

II. Leadership Committee:

Representatives from: FDA, NCI, NLM, Pharmaceutical companies, CDISC, Academia.
· Tentative agreement from WHO – will be providing name of representative

· Tentative agreement from EMEA 

· Update from Pierre-Yves:  Discussed at EudraCT meeting yesterday, and Fergus Sweeney from EMEA indicated he would be providing the name of a representative.

· Still seeking representative from patient and health advocacy organization.

· Question on whether this project is of interest to publications.  We had not specifically considered journal editors as a key stakeholder.  We may not have identified all the potential key stakeholders.  Meetings are open to public and everyone is welcome to participate. 

III. Project Approach:

Will be building upon work done by other groups with related information (ie, other work groups within: HL7, CDISC, RCRIM).

· The information model is BRIDG.

· There is a Joint Initiative Council (JIC) with whom we are trying to collaborate with.  The JIC is an initiative from HL7, CEN/TC251, ISO/TCD215 (Mitra).  By working with JIC, we have the potential of becoming an ISO-approved standard more rapidly.  More of a parallel process than sequential.

· We have an aggressive, stretch goal to be on the April Draft Standard for Trial Use (DTSU) ballot, but realize that it might be more realistic to aim for the August ballot cycle.  

· Depending on when we are able to ballot, piloting the DTSU standard will either be in May or September 2009.  

IV. Meetings:
CTR&R Working Group will meet 1st and 3rd Wednesdays of the month at 11:00 AM Eastern time.

· We are going to try to have a face to face Working Group meeting in January.  A question was asked if we would be meeting in the HL7 WGM in Orlando.  Response is No, but there will be an informal meeting on Tuesday evening (Jan 15th) at 5 PM.  Those who are attending the HL7 WGM will start to collect existing models and artifacts (Scott).

· The CTR&R Kick-off meeting is tentatively being scheduled for January 26 in Washington, DC, hosted by NCI.  More information will be provided via the List Server and wiki, which will be our primary means of communication and document repository.  

V.
Documents on the wiki:

· Original Project Scope Statement

· Approved Project Scope Statement

VI. ACTION ITEMS:
1.
Documents to be added to the wiki (Scott):



Presentation (slides)



Project Charter 

2. Review and comment on Project Charter (all members)

a. Comments due to Kris Spahr by 19-December-2008 (spahrk@wyeth.com)

3. Definition of each volunteer position (eg, Domain Expert Rep) (Kris)

4. Increase awareness of project – inform colleagues (all members)

Thank you to Mitra for helping with the meeting minutes!

