Minutes Terminology Team Meeting at CDISC Intrachange 
Date: Friday February 6, 2009
8 Participants: Randall Austin (GSK), Margaret Haber (NIH), Bron Kisler (CDISC), Mary Lenzen (Octagon), Erin Muhlbradt (NCI EVS), Terry Quinn (NCI EVS), Chris Tolk (CDISC), Julia Zhang (Genzyme)
1. INTRAchange Terminology Discussions February 3-5
CDASH 

· CDASH and terminology team members discussed EVS representation and maintenance of CDASH-Terminology subsets identified in Appendix A.  Rhonda was unable to attend but CDASH representatives in the meeting did not see a need to publish/display these subsets separately in NCI EVS.  There was agreement that these subset “suggestions” should be maintained as part of the forthcoming CDASH Implementation Guide.  In CDASH ver1.0, CDASH controlled terminology fields already point to the full terminology sets via hyperlinks to CDISC production terminology in EVS.


Action Point: Bron and Margaret follow-up with Rhonda to get to a final decision
SDTM
· The terminology team will review the gap analysis for SDTMIG v3.1.1 to verify that all primary codelists have been developed
· The terminology team will conduct a gap analysis of SDTMIG v 3.1.2 and focus terminology development on newly added variables and particularly those added as a result of new domains.
· Many lab test terms were submitted with the Package 3 review. These terms will be a starting point for the next stage of lab test term development

ADaM
· Throughout the week, terminology team members worked with the ADaM team to help educate about the CDISC-EVS terminology development and publication process.  They had not realized that fields requiring controlled terminology need to have the values sets standardized, vetted across CDISC organization and user community, and added to NCI EVS.

Action Point: Chris to work with John Troxell and the ADaM to help the team understand 
the process for terminology and get the list of terms out for public review in conjunction 
with the next set of laboratory terms and SDTM terms.
Medical Devices

· The device team met with the CDASH team. Colleagues from CDRH, AvaMed, and the SDS team were also in attendance. The terminology development process was explained to the team. There was hesitancy expressed about moving forward too quickly. So, the device team has decided to do additional work in 2009, and Terminology will not be addressed until 2010. 

· Discussion from February 6 – there are terms for device components in EVS.  The links have been forwarded to representative of FDA CDRH.

SEND
· Lilliam Rosario and others from FDA are seeking to harmonize the SEND standards across multiple FDA centers – CDER, CBER, CVM, CDRH, & CFSAN.  This is done though the FDA Data Standards Council.  CDISC will help in anyway necessary to help train additional centers on the utility of CDISC standards.

General
· The development of standards and interoperability between EHR systems and clinical research is a Congressional mandate through HHS to FDA.  This is moving the FDA toward use of HL7 V3 compliant messages for populating the JANUS data warehouse.  NCI is working closely with FDA on the JANUS project.
2. Review of 2009 Terminology Projects

The 2009 Terminology Projects spreadsheet was reviewed. Changes were made per discussion. The new document has been attached.
The Package 3 terminology is ready for Final production release. 

A decision was made on how terminology changes and versioning will be communicated: 

· use NCI EVS

· CDISC terminology versioning can be done on a yearly, monthly or weekly basis.  Current NCI EVS processes support any of these scenarios.
· changes will be communicated via the current process and maintained in the “SDTM changes.txt” file. 


Other discussions:

· BRIDG-CDISC Terminology will be a big project in 2009. We need to have one code for one meaning. The SDTM variables have 2 semantic parts; variable names and attributes. In the HL7 world, the variables break out into many areas. In definitions from the FDA they already follow the one term equals one meaning. 
· The RPS projects are working to create a framework for exchange of data that can be used for the electronic submission of any regulated product. This includes an alignment of terminology.  In this regard, NCI EVS is working with FDA.
· Clinical Trial Registry: The Protocol Representation team will combine with the RCRIM Clinical Trial Registry activities to ensure one stream of work.
· For the Study Participation, Study Design and Study Data CDISC-HL7 projects there has currently been no definitive policy statement on vocabulary. Therefore, these 3 activities will be monitored during 2009 for alignment with production terminology…CDISC, FDA, BRIDG.
· ISO TC-215 WG6: an example of this work is to create a global standard and align terminology for Units of Measurement. This is a global process that moves slowly, encompassing input from many different countries.  It can take over 2-years to move terminology recommendations through the ISO process toward publication.  There are currently 5 separate terminology standardization projects ongoing for identification of medicinal products (IDMP).  Discussions are also underway about where to store, publish and maintain the terminology sets.  A f2f meeting is being hosted by FDA the last week of February.  Bron and Margaret will be in attendance.
· HITSP is another arm of the US Federal Government that is developing standards. Bron is working with them to align codelists (aka value sets) already published by CDISC.  In the interest of harmonization, CDISC may choose to update selected codelists.
· Joint Initiative Council: terminology harmonization between ISO, CDISC, CEN, HL7 and IHTSDO.  Bron and other from CDISC are working with this group to help facilitate harmonization discussions where appropriate. IHTSDO is the organization that maintains SNOMED CT. Many health record systems in the US use SNOMED.

Action Points:
· Chris will work with Bron on text to go into the next newsletter and website for the release of terminology Package 3 and the new terminology request mechanism.
· Chris will work with the Oncology team to get a list of terms that need to go through the development process.

· Chris to follow-up with Rhonda and demonstrate the term request process. All changes to CDASH terminology should be filtered through Rhonda first. Rhonda will then enter through the NCI EVS terminology request process
· Bron to follow-up with Frank Newby on timeline for terminology training.

· Bron to discuss the BRIDG project with Dave Iberson-Hurst. It was suggested that we have a one day meeting to discuss alignment of terminology for BRIDG, with colleagues from BRIDG, CDISC, and NCI. 
