HL7 CTRR “Data Mapping” SubTeam

Objectives:  

· To map the EudraCT data elements to the existing CTRR data elements (encompassing ct.gov and WHO).   Note:  EudraCT data elements will encompass ALL data elements for the CTA submittal and will not be limited to those minimal data elements that will be made public within the EudraCT protocol registration website.
· To ensure all new CTRR data elements are appropriately mapped to the BRIDG for inclusion as ballot materials for May 2010 timeframe.
SubTeam:

· Neil Cordwell and Kuljit Kandhari, EMA
Sarah Larson, Genzyme
Scott Getzin, Lilly (HL7 CTRR Project Manager)
· Team Members:
Maria Bottono, EMA

Fergus Sweeney, EMA

Barbara Godlew, Faire, LLC

Tracey Beck, Lilly

Maureen Strange, Lilly

Melanie North, Sylogent

Eric Lakes, Takeda

Carla Helaszek, Novartis

Theo Ayele, Genzyme

Monica Mehta, Genzyme

Thomas Wicks, Intrasphere

Meeting Information:

· Occurs every Thursday effective 14 Jan 2010 until 26 Mar 2010 
from 11:00 AM to 12:00 PM. (US Eastern Time)
· WebEx and Teleconference:

------------------------------------------------------- 
1. Go to https://genzyme.webex.com/genzyme/j.php?ED=132589522&UID=0&PW=0f039fb09f7a656160 
2. Enter your name and email address. 
3. Enter the meeting password: CTRR 
4. Click "Join Now". 
------------------------------------------------------- 
To join the teleconference:    

Toll Free 866-803-2146 or International 1-517-466-2380 
Participant: 4832284 
Agenda for 14 Jan 2010
· Review Objectives

· Overall

· Discuss EudraCT message and differences w/ ct.gov scope

· Review background of membership … is other expertise needed?

· Review format of SubTeam meetings

· Mapping prework done by EMA (Neil, Kuljit) in logical order by EudraCT sections (not alphabetical) prior to each weekly SubTeam.

· SubTeam meetings will focus on clarifying any questions from the EMA and ultimately, confirming the mapping and the definitions.  Note:  if input from ct.gov is required, we will ask Nick Ide or other NIH personnel to join calls as needed.
· SubTeam will provide AMS with ongoing access to mapping spreadsheet to allow for concurrent mapping to BRIDG.  Note:  SubTeam meetings will also facilitate discussion of BRIDG mapping as AMS needs clarification/confirmation.
· SubTeam progress will be discussed at Scott Getzin’s recurring CTRR HL7 Working Group meetings and input will be solicited from full working group membership.
· Discuss whether future face/face meeting is needed?  Timing?

· Source Documentation on Wiki:

· CTRR Jan 2010 Ballot Materials (CTRR Data Requirements BRIDG Mapping20091128.xls)

· EU Data Dictionary ver 3.6 (ver. 3.5 would also be acceptable per Neil)
· Working Copy of Combined CTRR and EU Mappings = 
EudraCT-CTRR Data Requirements BRIDG Mapping 2010-01-14.xls
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