HL7 Clinical Trial Registry and Results Project

Leadership Meeting Minutes

17-July-2009, 10AM Eastern time

Attendees:  Ed Helton, Mitra Rocca, Scott Getzin, Sarah Larson, Randall Austin (for Diane Wold), Tracy Beck

1. Review Minutes from 10-July-2009
a. Tracy and Scott have the outstanding Action Item to draft Leadership governance
2. Face to Face Meetings

a. In Atlanta in September (HL7 Working Group meetings):

i. Scott is working with Ed Tripp to try to find a room
ii. Likely to be Monday PM and/or Tuesday AM meeting

b. In National Harbor, MD in October (after DIA CTR Conference)

i. There will be a presentation on HL7 at Conference

ii. Look into having another Face to Face on the Friday after Conference (Conference: Oct 6-8, Face to Face: Oct 9?)

3. Review Work Plan: (thank you to Scott and Mitra) 
a. Items in red are specific tasks that have to be done at that specific time
b. The interaction payload structures (RMIM) is the bulk of the message development; the work occurs with the team
c. Estimated hours correlate with those included in the bids

d. We may need to increase meetings to weekly, or increase the length of the meeting time (ie, meet for 2 hours instead of 1)

e. Recommended and agreed that we will start using Lilly’s call-in numbers for the meetings (1 number for all meetings; includes webconference numbers)

f. Phase 1 of the Work Plan gets us to DSTU (Draft Standard for Trial Use)

g. Phase 2 is the Normative Ballot period

4. Questions/Comments:

a. We need to make sure we engage domain experts: CDISC, IT, Informatics, Medical, Clinical, Biostats, etc
i. Working team needs to make sure we pull them into discussions

ii. AMS (Abdul-Malik Shakir) is working on SAP in Bridg (link to Biostats)

iii. CDISC is engaged

b. Companies may need to get developers in-house to make sure they are ready for the pilot

i. Tools/resources/etc (eg, xml spy, Oxygen)

c. If we don’t make January ballot, next opportunity is May

i. Might have to re-ballot the message if there are a lot of changes

ii. 3-4 month delay of entire project if ballot not completed on time

d. Scott to send HL7 Balloting slide set to group to explain process

5. Next Steps:
a. Scott to approach contrator (provide him with Work Plan)

i. Will hire him if he can meet the Plan

ii. Leadership approved (no dissenters) 

