Minutes RCRIM Terminology Call
Date: Thursday, March 19, 2009
17 Participants: Randall Austin (GSK), Jack Bowie (Apelon), Melissa Cook (PHT), Kristi Eckerson (Merck), Andreas Gromen (Bayer), Steve Harrison (Astra Zeneca), Joyce Hernandez (Merck), Mary Lenzen (Octagon), Erin Muhlbradt (NCI EVS), Debra O’Neil (Merck), Terry Quinn (NCI EVS), David Sperzel (Apelon), Chris Tolk (CDISC), Larry Wright (NCI EVS), Gerry Wade, Fred Wood (Octagon), Julia Zhang (Genzyme), Peggy Zorn (Thomson Reuters) 
Regrets: Bron Kisler (CDISC), 
Topic: CDISC/RCRIM terminology development and harmonization

1. New Term Request Mechanism
The new term request mechanism is working well. Chris and Erin have entered known changes. In addition a few other change requests have been entered. Erin compiles the new request weekly and sends them to Chris for CDISC approval. This process is working well and all requests except one from NCI that needs additional discussion have been resolved.
2. Update on CDISC Terminology Projects
· SDTM - Chris is in the process of evaluating terminology needs for the SDTMIG v3.1.2. Once the variables have been identified we will be looking for terminology sets that can be developed quickly. Chris will then look for a project leader for this initiative.
· CDASH - CDASH has identified a couple of additional terms that need to be assessed. Chris will work with Rhonda to have those added to NCI EVS via the New Term Request Form.
· SEND - The SEND team is working through a tumor type code list. We need to ensure that the same list can be used in human clinical trials. The oncology team should review the list. Chris is a member of that team and will pursue. 
· ADaM - The ADaM team has not started to develop terminology for the next release of the ADaM implementation guide. Randall is a member of that team and has agreed to discuss the terminology implementation process with the ADaM team.

· Lab - The lab test terminology team is working on the next group of terms based on terms submitted during the Package 3 review process. In addition we are adding terms in the same general area as we find appropriate. Erin is starting the work on the definitions.
Action Point: Randall to discuss terminology development with the ADaM team.

3. Review of 2009 Terminology Projects
The internal projects were covered in the updates above except for the new Governance/Implementation Team. This team is just getting started. Any additional colleagues who would like to join the team should send an email to Chris.
Action Point: Send email to Chris if you are interested in joining the Governance/Implementation Team.
4. Update on FDA Vocabulary Projects
This topic was waived from discussion.

5. Update on other RCRIM Projects
No significant update to note since prior call.

6.  AOB
· Route of Administration - Andreas Gromen noticed that in the most recent update from the FDA Data Standards Council that there were new terms added to the Route of Administration code list. Since FDA code lists are maintained by NCI EVS it was suggested that there may be a way to automatically notify CDISC when there is an update to any term that impacts CDISC code lists. Larry Wright will look into this with Chris, Erin and Terry. In the mean time Andreas will enter the new terms that he found into the new term request from. Chris will monitor the FDA Data Standards Council for additional terms that impact CDSIC code lists.
· Send Implementation Guide: Peggy Zorn updated the team that the next version of the SEND implementation guide has been completed. This is the version that will be used for the FDA pilot. 
Action Point: Larry, Chris, Erin and Terry will discuss if there is an automated process to be notified of additions from the FDA Data Standards Council that impact on CDISC code lists.
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