Minutes RCRIM Terminology Call

Date: Thursday November 11, 2010
 11 Participants: Anna Pron-Zwick (Astra-Zeneca), Jian Chen (Edetek), Frank Giraud (Edetek), Bron Kisler (CDISC), Erin Muhlbradt (NCI EVS), Debbie O’Neill (Merck), Matt Peck (Genzyme), Frank Senk (Astra Zeneca), Ranjana Srivastava (Booz Allen Hamilton), Chris Tolk (CDISC), Julia Zhang (Genzyme)
Regrets:  Bill Hess (FDA), CoCo Tsai (FDA), 
1. Minutes October 28, 2010
The minutes from the October 28 meeting were approved. 
Reminder: all final minutes are published on the HL7 wiki. http://wiki.hl7.org/index.php?title=RCRIM_Vocabulary
2. Package 6 Development

Package 6 will consist of new lab terms, new terms to the anatomical location codelist, some general terms for relatives, directionality, units of measure, SEND and oncology. The terms will be out for public review early in December.
3. Update on FDA Vocabulary Projects
No update.
4. Update on other RCRIM Projects

No update.  
5. External Harmonization
ISO: CDISC submitted BRIDG to go through the ISO standardization process. This process includes three ballot cycles, Committee, DIS (Draft International Standard) and Final Standard. BRIDG passed the Committee Ballot with about 250 comments that were addressed. It also passed the HL7 ballot. Now BRIDG will be put out for DIS Ballot in December. Per ISO process, the ballot will be out for 5 months.  Depending on the comments BRIDG may need to go through a second DIS Ballot before going through the Final Standard Ballot. Bron is working with ISO through the ballot process. Julie Evans is the technical expert. 
ISO: The HL7 working group for CTR&R will follow the ISO standard Process and are about 1 year behind BRIDG. This project has been approved as a new work item approved. 

ISO: Bron has been working for about 5 years with the group that is developing codelists for medicinal products, which include unit, route of administration, and dose formulation. This work has passed the Committee Ballot and is moving toward a DIS Ballot in December. It will be important for CDISC terminology to be harmonized and aligned across these codelists. The ISO group working on these lists have looked at the CDISC controlled terminology. Bron indicated that he thought one had to be an ISO member to vote. But CDISC will publish this ballot on the CDISC website for two months. We will assemble the comments and pass on to ISO.  

6. New Term Request Mechanism

For Q4 2010 14 
Type I – 1 request
Type II – 7 requests

Type III – 6 requests

7. Powers on 10s - How are these being reported

Chris conducted an informal poll to ask this group is they were collecting and/or reporting powers of ten with the result or unit field in SDTM. Although there we not a lot of industry colleagues on the call most reported that they were keeping the powers of 10 in the result field. One person questioned if that was the best terminology practice. 
8. Update on CDISC Terminology Projects

· SEND: Chris, Erin and Peggy are meeting on a regular basis to get the terms ready for public review in December. 
· Governance/Implementation Team: The team is finalizing the IG with the goal to have it completed by the end of 2010 and public review early January 2010.
· Glossary: No new update. 
· Oncology: The oncology team is meeting weekly with part of each TC dedicated to controlled terminology. The goal is to have the CT ready for public review along with Package 6 and SEND in early Dec. 
· Lab: The lab team is developing new lab terms for Package 6. This package will consist of terms that were suggested from the Package 5 review that included a list from the SEND team. 
9. Other Development Activities

· Alzheimer ’s disease:  No new update.
· Polycystic Kidney Disease: No new update.  
· Cardiovascular: There will be review of a Cardiovascular Endpoints document that FDA and industry colleagues put together. This review will go out later this year.  
· TB: There is no specific document or time lines, but there is interest in developing standards for pediatric TB, pulmonary TB and TB/HIV co-infection. 
· Parkinson’s Disease: NINDS (National Institute for Neurological Disease and Stroke) has been developing data elements and CRFs for Parkinson’s disease. CDISC will be working with this group to develop SDTM compliant domains and standard controlled terminology. 
· Pain Research: The University of Rochester won a FDA grant to develop standards for pain research. CDISC will be working with U of Rochester and assessing the scope.  

· Diabetes: The FDA has started looking at legacy diabetes data and aligning with CDISC standards. 
10. AOB

None.
Next TC: 

· The next call will take place Thursday December 9, 11-12:30 EST. The call on November 25 is the US Thanksgiving holiday and is cancelled. Have a happy Thanksgiving; eat too much turkey. 
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Approved: B. Kisler/December 9, 2010
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