Minutes RCRIM Terminology Call

Date: Thursday February 3, 2011
 16 Participants: Laura Allen (Merck), Melissa Binz (Morphotek), Jian Chen (Edetek), Melissa Cook (Octagon), Kristi Eckerson (Emory), Catherine Jansto (FDA), Margaret Haber (NIH), Bron Kisler (CDISC), Erin Muhlbradt (NCI EVS), Debbie O’Neil (Merck), Anna Pron-Zwick (Astra-Zeneca), Terry Quinn (NCI EVS), Chris Tolk (CDISC), CoCo Tsai (FDA), Gerry Wade (HP), Julia Zhang (Genzyme), 
Regrets:  Randall Austin (GSK), Peggy Zorn (indc)

1. Minutes January 20, 2010
The minutes from the January 20 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 was posted for public review on January 7. It consists of new terms for lab, anatomical location, unit of measure, some general terms across multiple codelists, SEND, oncology and Type II and III requests from Q4 2010. Reminder that the review period will closes on February 4. 
3. Update on FDA Vocabulary Projects
 The International Health Terminology Standards Development Organization (IHTSDO) has announced a new policy to enable free use of English-language SNOMED CT terms and identifiers in international research databases, in complementary health IT standards, and in other projects and resources available worldwide. Access to the complete international release of SNOMED CT (including translations, hierarchical, definitional, and mapping relationships) continues to require an IHTSDO Affiliate License.
There was a question about what the process would be for free use? 
Action Point: CoCo will check with Bill Hess for detailed process for licensing or use. 

4. Update on other RCRIM Projects

There seems to be a need for terminology to support the CDSIC/HL7 message. Patty will handle internally with FDA.  CoCo will work with Patty and will send to terms to NCI for coding. 
5. External Harmonization
The Identification of Medicinal Products - ISO Draft International Standard  is  currently available for CDISC Public Review. The comment period closes Wednesday, 23 February 2011. The five IDMP standards were developed in response to a worldwide demand for internationally harmonized specifications for medicinal products. They five are ingredients and substances; dose forms, units of presentation and routes of administration; units of measure; drug dictionaries; and pharmaceutical product IDs. 
Terry read the documents and they describe how to construct modes but do not point to any specific lists except for units of measure where they point to UCUM.  
6. New Term Request Mechanism

· Type I requests are classified as minor changes such as typos, misspellings and consistency issues. 

· Type II requests are classified as changes that may be more significant such as the addition or removal of synonyms and significant changes to definitions. 

· Type III requests are classified as major changes such as the addition of new terminology to existing codelists, addition of new codelists,
For Q1 2011: 8 total requests so far
Type I:  1 request
Type II: 2 requests

Type III: 5 requests
7. XML Terminology

EVS is working with the CDISC ODM team and will be posting an ODM-XML version of SDTM, CDASH, and ADaM terminology to the Ftp site. This will be made available in the first few weeks of Q2 2011. The CDISC team will be creating the ODM-XML in the short term and EVS is looking into taking this over at a later date.
8. Update on CDISC Terminology Projects

· SEND: SEND terminology is out with Package 6 for public review on January 7.  
· Governance/Implementation Team: The team has finalized the IG. We will wait to publish this document for public review because there are so many documents currently in the public review cycle.  It should go out the middle of January 2011 with about a 6 week review cycle.
· Glossary: No new update. 
· Oncology: There are 6 new codelists with approximately 50 new terms.  
· Lab: For 2011 the lab team will be focusing on developing terms for LBCAT like “hematology”, “chemistry” and “urinalysis”.  
· Questionnaires: This team has two major obstacles to overcome for 2011. The first is how to solve the copyright issue for some questionnaires. The second is how to propose standard questionnaires and terminology for PROs in the open domain as there are many versions of these instruments. 
9. Other Development Activities

· Alzheimer’s disease:  The Alzheimer’s SDTM draft implementation guide was posted on the CDISC website for public review on Dec. 22. The review period closes on February 18.
· Polycystic Kidney Disease: CDISC is working with C-Path mapping data from 4 different sources to the SDTM. Terminology needs are being identified.   
· Cardiovascular: The cardiovascular endpoint document developed by the FDA public review closed on January 31. The clinicians are working on the 300 comments that were received.  
· TB: The initial standard was completed in 2008. Industry and the CDC are working on implementation. The group will be getting together to asses implementation.  Discussions are ongoing with CDISC and C-Path to complete the work. 
· Parkinson’s Disease: NINDS (National Institute for Neurological Disease and Stroke) public review closed on Dec. 31, 2010. 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. 
· CDISC FDA Terminology Summit Meeting: FDA is sponsoring a terminology summit meeting on March 16 to discuss disease standard development. There will be breakout sessions on oncology, TB, cardiovascular, hepatitis  C, diabetes
· EU commission: EU commission: During a récent trip to Brussels and London, Bron and Becky were evaluating EU opportunities and had a meeting with representatives from the Innovative Medicines Initiative (IMI). One of the goals was to understand IMI projects and seek alignment of Therapeutic Area projects between CDISC, US Federal interests and EU priorities. Current activities around TB, Cardiovascular Disease, Diabetes, Oncology and Neurological Disorders seem to align well. 2 new areas of interest in Europe include Autism and Schizophrenia. In short, IMI is a joint undertaking between the EU and the pharmaceutical industry association EFPIA that seeks to boost pharmaceutical innovation in Europe.

10. AOB
LexEVS 6.0: The EVS team is pleased to announce that LexEVS 6.0 is fully operational at NCI and available for installation and use by others.  Full details and files are available at: https://cabig-kc.nci.nih.gov/Vocab/KC/index.php/LexEVS_Version_6.0 .
 
Key features:
         Implements the draft specification for HL7 Common Terminology Services 2 (CTS 2) .
         Supports mapping associations between terminologies
         Value set, pick list, and versioning support
         Authoring API and loader enhancements
         New OWL/RDF Exporter
 
Related efforts in support of LexEVS 6.0 include:
         NCI Term Browser will soon support new LexEVS 6.0 and other features.  A test version will be made public in the next few weeks, with final release scheduled for May.
         Other EVS tools are also being migrated, and a new NCI Value Set Editor is in development.
         A LexEVS Boot Camp is being proposed for this summer to support migration efforts and new users.
Next TC: 

· February 17
Drafted: C. Tolk/February 3, 2011
Approved: C. Tolk/February 17, 2011 
Page 3 of 3

