Date: Thursday, 18 December 2008

11 Participants: Charlotte Mauron (Roche), Chris Tolk (CDISC), David Sperzel (Apelon), Erin Muhlbradt (NCI EVS), Jennifer (COH), Neat Larry Wright (NCI EVS), Margaret Haber (NCI EVS), Mary Lenzen (Octagon), Randall Austin (GSK), Terry Quinn (NCI EVS), Larry Wright(NCI EVS) 

Regrets: Bron Kisler (CDISC), Julia Zhang (Genzyme), Melissa Benz (Wyeth)

Thanks to Mary Lenzen for providing the call-in number.

Date for next TC

The next call will be Thursday, January 8, 2009  at 11 am EST. This is the regularly scheduled date and time.
We reviewed the draft terminology projects for 2009. Additional discussion is documented in ‘Comments’ after each section if applicable. 

<< CDISC >>

1. Go-live with Terminology request mechanism and process for versioning / maintenance 
2. SDTM 3.1.2 – address new domains (MB, PK, PD); terminology to be developed jointly with CDASH and other appropriate CDISC teams 
3. SDTM 2009 – new domains planned for 2009 development (Oncology, Devices, Microbiology); cross-coordinate with other CDISC team priorities 
4. CDASH-Terminology – finish aligning SDTM terminology with CDASH version 1.0 requirements and create CDASH terminology subset 
5. SEND-Terminology – refer to SEND plan provided by Peggy Zorn 
6. BRIDG-Terminology – work with EVS to assess terminology needs for BRIDG and alignment with existing terminology.  This will be important to prepare BRIDG 3.0 (to be released in March) to go through the ISO process 
7. Terminology Implementation Team and Guide
8. Assess coding for SDTM-CDASH field names where the entire model can be represented electronically and aligned with controlled terminology
Comments:

· The terminology request form is up and running on the NCI website. Big thanks to Terry, Erin and Larry for all of their hard work on getting this up and running

· It was suggested that we have a webex for the next TC to show the terminology request form on the NCI website

· Mary Lenzen is sending out a list of domains for potential developed in 2009 to the SDS team to help set the development priorities.

<< FDA >> 

1. ICSR terminology alignment and development 
2. RPS terminology alignment and development 
<< RCRIM specific >>

1. Clinical Trial Registry 
2. Labtest Result Abnormality Assessment 
3. CDISC-HL7 message activities? 
<< External Harmonization >>

1. ISO Technical Committee 215 work group 6 (Units etc.) 
2. ICH and Joint Initiative Council (JIC) where appropriate 
3. HITSP 
