Date: Thursday, 20 November 2008

14 Participants: Andreas Gromen (Bayer, Germany), Bill Hess ( FDA), Charlotte Mauron (Roche), Chris Tolk (CDISC), Erin Muhlbradt (NCI EVS), Jim Hage(Lilly), Julia Zhang (Genzyme), Larry Wright (NCI EVS), Madhavi Vermuri ( PRDUS J&J), Margaret Haber (NCI EVS), Mary Lenzen (Octagon), Melissa Cook, Randall Austin (GSK), Rhonda Facile (CDISC),

Regrets: Bron Kisler (CDISC), Stephen Harrison (Astra-Zeneca), Terry Quinn (NCI EVS) 

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

Topic: CDISC/RCRIM terminology development and harmonization

1. Date for next TC

The next call will be December 11 at 11 am EST. 

2. SDTM Package 3 & Labtest Package 3 next steps

The Package 3 Team reviewed the entire set of comments. Randall and Erin reviewed the terms that needed to be updated in NCI EVS. Randall is now going through a QC process to ensure that the terms are correct as in draft in NCI EVS.  Randall is in the process of adding responses to each comment. Chris and Bron are working on a process to add the comments to the CDISC website.

The Lab Test Package 3 Team met this week and will be meeting again next week to continue to address comments from the public review (about 100 comments). Additional terms that reviewers submitted will be considered for future updates. 

3. CDASH-Terminology (MHONGO and SUNCF) 

The issues around the two CDASH codelists have been resolved. The codelist MHONGO is not needed because the answer to the question is No or Yes. Therefore the current No/Yes codelist can be used. The SUNCF codelist name will be renamed to NCF to be more generic. This will allow the codelist to be used across a multiple terms and not have the ‘SU’ for Substance Use linked to the name of the codelist. 

4. SEND Terminology 
This topic was waved from discussion.

5. Anatomical Location terminology

The team met last week. The goal of that TC was to develop rules for the addition of terms to the codelist. These rules will then be applied to terms already published to ensure that these terms follow the rule. We expect very few changes to the published list. 

Action Point: Chris to confirm the date of the next TC.

6. Terminology requests, maintenance and versioning  
The NCI EVS team is completing the final changes to the CDISC web page terminology request from. The process to address the requests has been has been agreed upon. The NCI EVS web page developers are in the process of completing the details of the web page. There is currently no date for when the page will go live.

Both Terry and Erin are working on a versioning policy and will shortly have a some details that will be provide to Bron and Chris. 

Action Point: Chris to set up a meeting with Erin, Terry, Bron and Chris to have a first look at the versioning policy.
7. FDA Vocabulary Projects (ICSR - Individual Case Safety Report), (RPS - Regulated Product Submission) 
Related to ICSR: Bill Hess and other FDA colleagues are working to review over 500 data elements that need standard vocabulary. Some of the elements already have terminology in place, like ISO Country Codes. There are about 250 data elements terms for which there are no standard terminology sets. Some of these may have matches in NCI. The ICSR team will look into NCI to identify any gaps.

The FDA and USP continues to work on guidelines for its joint Substance Registration System (SRS).  These guidelines are also being discussed at the ISO level, which should be able to issue its own guidance document within the next few months.

8. Other RCRIM Projects (Lab Test Result Abnormality Assessment) 
This topic was waved from discussion.

9. Other items? 
None
