HL7 Clinical Trial Registry and Results Project

Meeting Minutes – Working Group

6-May-2009, 11AM Eastern Time

Attendees:  Mitra Rocca (Novartis), Scott Getzin (Lilly), Tracy Beck (Lilly), Barb Godlew (Faire LLC), Erik Lakes (Takeda), Nick Ide (NIH), Matt Riley (MD Data Solutions), Theo Ayele (Genzyme), Thomas Wicks (Intrasphere), Carla Helaszek, Stephane Gilles, Kathleen Wisemandle, Jacqueline Sayers
I. Mitra’s Presentation
· Interaction Diagram and Activity Diagrams were pulled into one powerpoint presentation
· Storyboard terminology changes agreed upon last meeting were incorporated by Mitra

· Trigger Events  (TE)
· Definitions, Examples, CTR&R Interaction Diagram

· Always between two systems

· 10 TE that correspond to the storyboards

II. HL7 Analysis Process

· Storyboards (ST)

· Activity Diagrams

· Application Roles (sender/receiver)

· Trigger Events (TE)

· Interaction (IN)

III. Next Steps

· Trigger Events help define the model

· Based on the model, will create xml message

· Start with BRIDG

A. Protocol Registration Model harmonized into BRIDG

B. Clinicaltrials.gov harmonized into BRIDG

C. WHO harmonized into BRIDG

IV. Overall Timeline

· September 2009 – ballot

A. Information level only – confirmation that we are going in right direction
B. Provide artifacts

· January 2010 – ballot

A. Entire message (include model itself) – begin testing
B. DTSU (Draft Standard for Trial Use)
a. 6 months to 2 years of testing (likely go for 6 months to 1 year for testing)

b. Will build an Implementation Guide based on DTSU

· January 2011 – ballot

A. Normative Ballot

B. Everything modeled
