HL7 Clinical Trial Registry and Results Project

Meeting Minutes – Working Group

7-January-2009, 11AM Eastern Time

Attendees:  Joe Archer (GSK), Kathleen Wisemandle (Baxter), Maureen Strange (Lilly), Davera Gabriel (UC-Davis), Mitra Rocca (Novartis), Ed Helton (NCI), Monica Mehta (Genzyme), Ichram Big (Vertify?), Geoff Mann

I. Teleconference Schedule Issues:
Our CTRR Working Group teleconferences are not currently on the HL7 calendar on the correct days (1st and 3rd Wednesdays of the month).  We are working to get that resolved so that we will receive the automated meeting reminders and to avoid the confusion of what date and time we are meeting.  We hope to have it resolved by our next meeting:  Wednesday January 21, at 11AM EST.

II. Review Charter:

We did not have time to incorporate all comments over the holidays, so we will make changes (there isn’t currently a separate Process and Technical Team as depicted on page 4).

· Hope to have revised Charter out for review by January 18

· Ratify Charter at our next meeting: January 21

III. Joint Initiative Council (JIC)
· Initiative from HL7, CEN, ISO, and CDISC

· Ed Helton will meet with Ed Hammond and Becky Kush on Monday morning (7AM) at the OCCR (Outreach Clinical Council) to see if we can collaborate with JIC on this project

IV. Existing Artifacts relevant to CTRR

1. Protocol Representation – CDISC

A.
includes WHO

2. ClinicalTrials.gov – Nick Ide (NLM)

3. CTSA (Clinical Translational Science Award) – Ida Sims

A. Human Studies Metadata – Oncology

B. Informatics Group

C. Extensive set of work

D. Use cases available (repository of human studies)

E. Study design

F. Interventions

G. CTSA made up of 42 members; in its 3rd year

H. Davera will determine what is available to share

I. Meredith Nahm (Duke) – active in project

4. Bridg Model
A. There has been Bridg mapping to clinicaltrials.gov (Mitra)

5. Common Clinical Product Model – William Ghossan

A. Patient Care

B. Has been balloted

6. Mapping Protocol terms to MeSH – Susan Margaret Fox (GSK)

A. Using UMLs

B. Joe Archer will be our liaison with Susan

C. Jeffrey Painter (GSK) – knowledge management

7. Pediatric messages for immunizations (IRA?)

8. EudraCT/EMEA

A. Monica to send international registry requirements to Scott

9. WHO

10. Other “older” organization registries, ie, American College of Cardiology – are we interested in their requirements?

11. CDISC-HL7 Study Participation Message

A. Study Design Message – Diane Wold (GSK)

12. CDISC ADAM – Geoff Mann

13. SAP – Statistical Analysis Plan

A. In Bridg

B. Cathy Barrows (GSK)

C. Greg Anglin (Lilly)

14. EHR project – Armando

A. Balloted

B. Aggregation of individual data

C. Structured documents

D. Technical use case?

· What are the common use cases?

1. Build from there

· Incorporate vendors into the mix

1. Information broker role?

V. Action Items:
1. Review/revise minutes (all)
2. Provide artifacts or links to Scott (all)
3. Post documents or links to documents on wiki (Scott)
4. Post minutes on wiki  (Scott)

5. Post updated Charter on wiki (Scott)

6. Be prepared to ratify Charter on Jan 21 (all)
