Minutes RCRIM Terminology Call

Date: Thursday February 4, 2010
17 Participants: Randall Austin (GSK), Laura DiTullio (Independent), Margaret Haber (NCI), Bill Hess (FDA), Bron Kisler (CDISC), Mary Lenzen (Octagon), Charlotte Mauron (Roche), Erin Muhlbradt (NCI EVS), Debbie O’Neil (Merck), Terry Quinn (NCI EVS), Frank Senk (Astra Zeneca), Ranjana Srivastava (Booz Allen Hamilton), Chris Tolk (CDISC), CoCo Tsai (FDA), Larry Wright (NCI EVS), Julia Zhang (Genzyme), Peggy Zorn (Thompson Reuters),
Regrets: Kerstin Forsberg (Astra Zeneca), Liz Nulton-Bodiford (GSK), Matt Peck (Genzyme), 
Topic: CDISC/RCRIM terminology development and harmonization

1. Approval of Minutes from January 14 

The minutes from January 14 were approved. Reminder: all final minutes are published on the HL7 wiki. http://wiki.hl7.org/index.php?title=RCRIM_Vocabulary
2. Action Item from January 14 TC - CTCAE v3 and CTCAE v4 - Toxicity Grade
The decision is to maintain both CTCAEv3 and CTCAEv4 Toxicity Grades on NCI EVS since there will be many companies that will be using v3 for quite a while.

3. Public Review of Q4 Terms
The Q4 Level II and III changes requested via the CDISC New Term Request page are currently out for public review. No comments have been received so far. The team was encouraged to look at the terms via the CDISC website. The public comment period closes 26 February 2010. 
4. 2010 Terminology Plans Draft

The terminology plan was discussed. Details of this discussion are included in specific sections of the minutes. 
5. Terminology Meeting February 23/24

The team was encouraged to attend the Terminology meeting at the Lockheed Martin offices in Fairfax VA (Washington, DC area) on February 23/24. A big thanks to Erin and Lockheed Martin for sponsoring the meeting and providing breakfast, lunch and snacks. There will be many FDA and NCI colleagues in attendance. The agenda is almost final. Chris will send the final draft early next week. If you have not done so, please respond so that we have an accurate count for food both days. 
6. CDISC Intrachange March 23-25 - cross team meetings

CDISC INTRAchange is tentatively planned for March 23 to 25 to coincide with FDA DIA Computational Science Symposium on March 22 and 23.  Plans are almost final. The Intrachange will be held at the Bethesda North Marriott Hotel with the first meeting on March 23 5:30-7:30 pm. There will not be a specific terminology session at the meeting. Bron and I will try to attend as many sessions as possible to assess terminology needs of the teams. The meeting is open to CDISC team members only. More information will be available soon, watch the CDISC website for more information.
7. Update on FDA Vocabulary Projects

The FDA continues working on the Substance Registry System (SRS). They are also working with EU and Japan through the ISO process. They have a CRADA with US Pharmacopeia (USP). About 94% of the substances in the USP are in the SRS. They are currently entering vaccines, blood products and homeopathic meds because all must have a UNI code. 
8. Update on other RCRIM Projects

Ongoing RCRIM Projects will be monitored to assess terminology needs or teams will approach us to identify their needs. 
9. External Harmonization
ISO: Bron and Chris will be monitoring activities in 2010.

HITSP: This group’s funding and therefore its activity is not continuing. They have created a summary document that was just published for review. Margaret will review and give this team an update at the next TC. 
JIC: Bron attended the JIC meeting in January. The group is looking at standards development timelines. Currently CDISC development takes about 18 months, HL7 24-36 months, ISO and CEN even longer. One reason for this longer time is that the ISO process is much more rigorous and has multiple ballot cycles. The group is looking at how to align the processes.

10. New Term Request Mechanism

Through February 4 the number of requests received:  24 Type III, 2 Type II, and 1 Type I. 
A new New Term Request page is going through the final QC process and should be ready toward the end of February. It was suggested that we enter a few terms to test the new page. This will be done.
11. Update on CDISC Terminology Projects

· SDTM/ADaM: The terms from Package 4 for both SDTMIG v3.1.2 and ADaM have been vetted, comments addressed and are with NCI EVS and are going through the final QC process. They should be available by the end of February.
· Lab: Chris will reconvene the lab terminology team. A lot of the new terms that came in through the New Term Request Page were asking for new lab terms. Colleagues who would like to join this team should contact Chris.
· SEND: The SEND terminology team will release an updated set of draft controlled terminology with the release of the new SEND Implementation Guide sometime in Q2 2010. Depending on time ECG terminology may or may not be included. The team is planning on a F2F meeting in DC the week of April 12. 
· Governance/Implementation Team: No new update

· Glossary: No new update
· Oncology: Terminology will be needed for some variables. Chris will monitor with the team.
· Devices: The device group’s document is in a very early stage. Chris is monitoring to see when terminology is needed. 
12. Other Development Activities

Chris and Bron participate in several terminology development activities. Additional projects will be coming through the FDA. HIV may be a high priority. 
· TB: Bron will continue working with the FDA and TB community to assess need and opportunity for further TB standards development in 2010. 
· Cardiovascular: There are a number of different cardiovascular data standards activities being teed up for 2010. Bron will work with the various stakeholders (e.g. FDA, ACC) to help formulate a plan for aligning these projects. Karen Hicks (FDA) is coordinating a team that is developing cardiovascular definitions. The term is finalizing the elements and definitions.  
· Polycystic Kidney Disease (PKD): The team is working through defining data elements. The next step is to come up with definitions.  
· Alzheimer and Parkinson’s Disease (CAMD): No new update

13. AOB
Next TC: 

· Thursday, February 18, 2010

· Thursday, March 4, 2010

Drafted: C. Tolk/February 1, 2010
Approved: C. Tolk/February 4, 2010
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