Minutes RCRIM Terminology Call
Date: Thursday, April 30, 2009
21 Participants: Randall Austin (GSK), Colleen Bidus (Amgen), Melissa Binz (Merck), Jane Diefenbach (Pharmastat), Mary Durham (Genzyme), Margaret Haber (NIH), Jason Housley (Shire), Joyce Hernandez (Merck), Amy Jacobs (Imco), Bill Kowatsch (Wyeth), Mary Lenzen (Octagon), Charlotte Mauron (Roche), Erin Muhlbradt (NCI EVS), Debra Oneill (Merck), Sophia Paterakis (Amgen), Terry Quinn (NCI EVS), Chris Tolk (CDISC), Larry Wright (NCI EVS), Gerry Wade, Theresa Watkins (FDA), Julia Zhang (Genzyme), 
Regrets: Bron Kisler (CDISC), Liz Nulton-Bodiford (GSK), Peggy Zorn (Thomson Reuters)
Topic: CDISC/RCRIM terminology development and harmonization

1. Approval of Minutes from April 19 TC
The minutes were approved as written.
2. New Term Request Mechanism
During Q1 52 type 1 change requests were received (minor changes; synonym added, in codelist twice, minor changes to definition). These changes have been approved and will be published by the end of this week or early next week. Type 2 and 3 changes will be posted for review for two weeks. It was suggested that an email blast and/or CDISC newsletter be used to inform the user community of the proposed changes. 

So far in Q2, 45 new change requests have been received. 
Action point: Chris, will work with Erin and Terry on the change control document that NCI produced. Chris will coordinate with CDISC the process for notification of the type 2 and 3 changes for comment. 
3. Update on CDISC Terminology Projects
· SDTM - Chris has completed the assessment of terminology needs for SDTMIG V3.1.2. The new development needs were divided into three groups, one for PK, one for microbiology and the third with the additional terms. Chris has identified one team lead, Gerry Wade who will be leading the ‘Miscellaneous Term’ team. One potential team lead has been identified. As soon as it is confirmed. The goal is to have the development completed by the end of August, public review in September and all terms being in production by the end of 2009. 
· CDASH - CDASH has entered a couple of additional terms via the New Term Request Form that need to be assessed.  With the addition of these terms the CDASH SDTMIG v3.1.1 terminology alignment is complete. 
· SEND - The SEND team is developing a tumor type code list with help from the NCI EVS colleagues. We need to ensure that the same list can be used in human clinical trials. The oncology team should review the list and become an active part of this team. Chris has been attending the oncology team TCs and has asked a colleague to suggest a person to join the tumor type code list team. Melissa Binz has volunteered to join this team. 

Action Point: Chris will contact Peggy Zorn to let her know Melissa will join the team.
· ADaM - Randall is working with the ADaM team to develop the first group of controlled terminology. The ADaM IG is planned to be final in summer 2009. The terminology review will take place with the other teams with the goal to finalize by the end of 2009. 
· Lab - The lab test terminology team is working on the next group of terms based on requests for additional terms submitted during the Package 3 review process. In addition the team is adding terms in the same general area as appropriate. Erin is working with the team to provide definitions. There are approximately 180 new terms that are in development.
· Governance/Implementation Team - This new team has its first meeting a couple of weeks ago. The long term goal of this team is to publish a best practices and implementation guide. The team is currently focusing on understanding how companies are using and maintaining controlled terminology. I am pleased to announce that Jason Housley will be co-leading the team with Bron and Chris. Jason spoke with colleagues at the EU interchange and heard their concerns and ideas about how changes might be addressed. 
4. Review of 2009 Terminology Projects
The internal projects were covered in the updates above.  

5. Update on FDA Vocabulary Projects
The FDA is continuing to support the terminology work being done for ICSR (Individual Case Safety Report). 

6. Update on other RCRIM Projects
Currently nothing new. We will update the team post the HL7 meeting in Japan in May.
7. External Harmonization

Currently nothing new. There is an ISO meeting in Scotland in late April. An update will be provided to the team at one of the next TCs.
8. AOB
A question was raised about HL7 and terminology. HL7 does not usually specify terminology beyond the level of metadata. Although some terminology is referenced as recommended in implementation guides, this does not strictly bind or constrain the allowable terminology set. There has been no final decision by HL7 to maintain a specific set of terminology.

Next TC: The TC on May 14, 2009 will be cancelled. Bron and Chris will be in Kyoto for the HL7 meeting. We will discuss if we will have an out-of-cycle TC on May 21.
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