Date: Thursday, 11 December 2008

16 Participants: Bron Kisler (CDISC), Charlotte Mauron (Roche-Switz.), Chris Tolk (CDISC), Erin Muhlbradt (NCI EVS), Gerry Wade (HP), Jennifer Neat ( City of Hope), Jim Hage (Lilly), Julia Zhang (Genzyme), Larry Wright (NCI EVS), Lise Stevens (FDA), Margaret Haber ( NCI EVS), Melissa Cook (PHT), Peggy Zorn (Thomson Reuters), Rhonda Facile (CDISC), Terry Quinn (NCI EVS), Yun Lu (KAI Research)

Regrets: SDS Team Members (Randall Austin, Stephen Harrison, etc.), Alec Vardy, Andreas Gromen, Dianne Reeves, Liz Nulton-Bodiford

Topic: CDISC & RCRIM terminology development and harmonization

1. Date for next TC 
The next call will be held out-of-cycle on Thursday (18 December) since the next regularly scheduled call falls on Christmas.  The call time will be changed to either 10 a.m. or 12 p.m. US Eastern, as to not conflict with another HL7 RCRIM call.  In consideration of the approaching holiday, we will keep the call to 30-mins, focusing primarily on Terminology priorities for 2009. 

ACTION (Chris) – send an email to poll team members about the best time.

2. SDS f2f Team Meeting

The SDS team met this week and is working on priorities for new domains to be introduced in 2009.  In addition to development of terminology for the new SDTM 3.1.2 domain (MB, PK, PD), the Terminology Team will ensure alignment of SDTM Terminology priorities next year.  

3. SDTM Package 3 & Labtest Package 3 
The comment received for SDTM Package 3 have been addressed and the Labtest Package 3 comments will be finalized by the end of this week.  This terminology is currently being tagged and/or loaded into NCI Thesaurus.  This terminology set will be release for final production in January 2009.  All comments reviewed either received status of “Accepted” or “Not Accepted” with an explanation.  Direct correspondence is taking place with those who provided comments.  Additionally, this will be posted on the CDISC website.  Since all CDISC standards go through public review, CDISC is working on a central place to post comment and feedback. 

ACTION (Chris/Bron) – review terminology content on CDISC website and propose necessary changes

4. CDASH-Terminology 

Rhonda is currently working with NCI EVS to tag the terminology specified in Appendix A of CDASH version 1.0.  This terminology already exists in NCI Thesaurus for SDTM, so no new terms will be added. The goal will be to provide a downloadable terminology subset for CDASH similar to that currently provided for SDTM.  

5. SEND Terminology 
The SEND team is currently finalizing the IG, incorporating feedback from the SDS team.  The SEND IG will be published by the end of the year.  The SEND Terminology Team has forwarded there terminology priorities for 2009.  They will work jointly with SDS and Terminology Team members on terminology for the PK domain.  Also, they will be evaluating existing SDTM terminology for ECG and VS.

The NCI EVS team is working on the SEND species and bio-specimen hierarchy and determining the best way to represent a Specimen that also doubles as an Anatomical Location (e.g. Liver).   
6. Anatomical Location terminology 
No update provided.
7. Terminology Requests, Maintenance and Versioning 
A CDISC Terminology Request mechanism has been implemented by NCI.  This is currently being evaluated by Chris and Bron, who will finalize discussions with the EVS team next week.  This will include a process for terminology versioning and maintenance.  The plan will be to release new versions of terminology by the end of each quarter or 4X annually.

ACTION (Bron/Chris) – develop 1-page user workflow document outlining navigation of the NCI portal site and requesting terminology.

ACTION (Bron/Chris) – set-up web conference in January to demonstrate the terminology request process

8. FDA Vocabulary Projects (ICSR, RPS) 
ICSR: FDA is currently working on a project plan for vocabulary harmonization.  Once this is complete in January the plan is to work with NCI EVS and CDISC on harmonization with existing terminology. 

RPS: FDA has sent terminology requirements for RPS to the NCI EVS team.  The level of work is currently being analyzed.  Once complete the plan will be to get the terms coded as quickly as possible    

VICH: this is the veterinary equivalent of ICH.  They are working on terminology codelists for species and breeds via ISO Work Group 6 and HL7.  This work should be coordinated with SEND terminology activities around species and strains.  Detailed information is provided in the SEND IG to be released by year’s end.  

ACTION (Lise) – forward VICH terminology needs to Margaret and Bron

ACTION (Erin) – forward SEND species list to Lise

ICH: has expressed interest in creating a terminology infrastructure and maintenance organization, where terms can be coded in a way that is less US-centric.  There is a distinction between US-based terminology provider (e.g. MedDRA) and US-centric terminology.  Even though CDISC’s terminology is published and maintained by NCI EVS, it is intended for use by a global user community.  So, it is important to meet the needs of the International marketplace.  

ACTION (Lise/Bron) – set up meetings to help inform and educate ICH about CDISC – NCI EVS – FDA terminology activities.

ACTION (Bron) – follow-up with Tim Buxton and Sabine Brosch from EMEA

9. Other RCRIM Projects

Clinical Trial Registry: this project was recently approved by RCRIM and the HL7 steering committee.  Once the project is formally initiated terminology requirements will be assessed.  Most of the terminology needed is anticipated to already be in production.

10. External harmonization activities (ISO, HITSP) 
ISO – Bron will ask Phil to forward an update via e-mail 

HITSP (Health Information Technology Standards Panel): has been working on terminology values sets for Gender, Marital Status, Body Site and Route of Administration.  CDISC, FDA and others have been working with HITSP to help ensure alignment with existing terminology.  Originally HITSP was looking to reference SNOMED CT for Route of Administration, but this decision would diverge from regulation for Structured Product Label.  Also, for the SDTM and CDASH standards, CDISC is pointing to the FDA Route of Administration terms in NCI Thesaurus.  HITSP has drafted a problem statement outlining the problem and has asked for feedback from standards organizations (e.g. CDISC) and US Federal agencies (e.g. FDA).

