Minutes RCRIM Terminology Call
Date: Thursday October 1, 2009
18 Participants: Randall Austin (GSK), Melissa Cook (Millennium), Bron Kisler (CDISC), Margaret Haber (NIH), Joyce Hernandez (Merck), Amy Jacobs (Imco), Mary Lenzen (Octagon), Karen Marakoff (Merck), Charlotte Mauron (Roche), Erin Muhlbradt (NCI EVS), Terry Quinn (NCI EVS), Ranjana Srivastava (Booz Allen Hamilton), Chris Tolk (CDISC), Larry Wright (NCI EVS), Peggy Zorn (Thomson Reuters), Julia Zhang (Genzyme)
Also joining: Larry Callahan (FDA) and Frank Switzer (FDA)

Regrets: Sophia Paterakis (Amgen),
Topic: CDISC/RCRIM terminology development and harmonization

1. Approval of Minutes from September 17 
The minutes were approved with the addition of one participant. Reminder: all final minutes are published on the HL7 wiki. http://wiki.hl7.org/index.php?title=RCRIM_Vocabulary
2. Update on FDA Vocabulary Projects
No update.
3. Update on other RCRIM Projects

Bron will be working with the HL7 CTR&R (Clinical Trial Registry and Results) team. This team is developing an HL7 message for communication between sponsor and regulatory agency about information on clinical trials. It is not just for Clinical Trial.gov but other registries also. More details to follow after Bron returns from a meeting next week with the team to discuss terminology needs. Margaret may also attend.
There may be some additional needs for terminology HL7 eStability. Chris and Bron need to look at terminology needs that Norm Gregory provided last week at the HL7 meeting. 
4. External Harmonization 
ISO IDMP updated by Larry Callahan: This group met in Atlanta last week. They reviewed the comments from the ballot. There were 5 documents for ballot. Most of the comments were received on the Substance Document. From the comments they may reorganize to five major classes. There was also discussion on the Product ID, Medicinal Product ID, Units of measure (discussion of using UCUM) and IDMP (subset of Common Product Model, CPM form HL7). There was discussion about if the team should address all comments or present a new model with the comments incorporated.  
5. New Term Request Mechanism
 Type I  are minor changes; synonym added, in code list twice, minor changes to definition, Type II changes are significant additions or changes in meaning of definitions and Type III changes are big changes or new terms in code list.
Q3 terms will be ready for public review about the week of October 5. 
Q2 Type II and III with Q3 Type I requests will be posted to HL7 the week of October 5. This includes about 30-40 changes. Chris will add to website and see if we can get an update with the news letter. Action Point: Chris will to ask AJ to put in this newsletter. An update will also be send to the colleagues on this call through the CDISC/RCRIM and CDISC terminology list. 
6. Format of CDISC NCI EVS terminology spreadsheet, columns E and F

Text is a repeat from last call since the Terminology Governance/Implementation Team has not met since the last RCRIM call.

The current spreadsheet, column E is “CDISC Submission Value”, column F is “CDSIC Preferred Term”. It has been suggested that we remove column F, “CDSIC Preferred Term”. The terms in column E and F match except for when we have both --TEST and --TESTCD. Column F is confusing to many users. The team felt that removing Column F would not be a problem. The second part of the request was to rename Column E from “CDISC Submission Value”, to “CDSIC Preferred Term” to be more in line with the NCI EVS thesaurus. The team felt that this might cause programming problems for sponsors and vendors that currently have programs that may use the column headers. Per NCI EVS the priority is getting agreement to remove Column E. Renaming Column F could come as a second step. Action Point: Chris will discuss with a few SAS programmers.  Post Meeting Note: Chris will bring to the Terminology Governance/Implementation Team and discuss there. 
There was also a discussion of using the “C” codes instead of or in addition to the variables already in the SDTM. This needs additional discussion with the Terminology Team and the SDS team. 
7. Update on CDISC Terminology Projects
· SDTM - Background: Chris has completed the assessment of terminology needs for SDTMIG V3.1.2. The new development needs were divided into three groups, one for PK, one for microbiology and the third with the additional terms. All three teams have been meeting weekly or every other week. Miscellaneous/General Team team (Gerry Wade, team lead). This team has completed its work. These code lists was sent to the CDISC TLC for review. Microbiology team (Phil Pochon and Chris Tolk, team leads). This team has representatives from the FDA on it. The team has come up with a short concise definition. References to microbiology texts for more detailed information about bacteria and fungi will be listed in the CDISC read document maintained by NCI and can be accessed through the CDISC website. The team is working to add terms to the Method code list. This might be a small subset of possibly just the stains for this release.  PK terminology (Nicola Stein - Bayer HealthCare - Berlin is the team leader). This team is meeting weekly to develop terms for PK parameters. The CDISC CAB representative from Pharsight, the company that markets the software that most pharmaceutical companies use for PK parameter data has joined the team to help with PK parameter controlled terminology. At the final team meeting this week the team will finalize the parameter code list. The units of measure list if final and ready for review.
· SEND - The team reviewed the tumor type code list comments at the F2F meeting in September with FDA representatives. The team is currently reviewing code lists used for the ECG and Vital Signs domains for use in large animals. So far there is a fairly good match.  
· ADaM - The terminology set is complete. Randall sent the final list to Chris. These code lists was sent to the CDISC TLC for review.
· Lab - The lab test terminology team has completed the work on Version 4 lab test names. There are approximately 180 new terms that are in development. Three new team members have been added to this team. These code lists was sent to the CDISC TLC for review.
· Governance/Implementation Team - Presentations from team members on terminology implementation at their companies is complete.  The project plan has been drafted and is in review. Additional ways to display the spreadsheet (xml) need to be discussed. 
· Glossary - No update. 
· Oncology - Since the oncology domains may be on hold, the controlled terminology for the fields will wait to be developed until the domains are stable. 
Colleagues from NCI EVS are members on all of these teams. The goal of all the teams is to have the development completed by the end of September, public review in October and all terms in production by the end of 2009.
8. Other Development Activities
Chris and Bron participate in several terminology development activities.
· TB - development of the data elements was completed in 2008 with about 140 data elements defined. This document is maintained on the CDISC website. There was a recent meeting hosted by the FDA on drug resistant TB. Activities are picking up again. The FDA and the CDC are looking at the current standards for retrospective data collection. Next stage development will be the addition of more data elements and a proof of concept with SDTMIG domains.
· Cardiovascular - development of the data elements was completed in 2008. This document is maintained on the CDISC website. A group of clinicians, representatives from industry, Pharma, CDISC and FDA met in September. The FDA hosted the meeting with attendance of over 100 people.  There are several initiates for the development of additional CV data elements.  ACC want about 100 additional cardiovascular elements that they have defined for Major Acute Coronary Events (MACE). Margaret will be attending a meeting at Emory next week with a group that would like to develop standard elements for congestive heart failure. We need to ensure that the cardiovascular groups are aligned in the development of these data elements.
· Polycystic Kidney Disease (PKD) - The kick-off for the development of an industry initiated PKD standard data elements was held August 27 and 28 with colleagues from the PKD Foundation, academia, FDA and CDISC. The FDA hosted this meeting and many FDA colleagues attended. There are a couple of large databases with PKD data in them. The major question of the project is does kidney size predict clinical outcome? With standardization of the databases we will be able to combine the retrospective data and possibly answer the question.  Another goal is also be able to use the standards for prospective studies. Kristi Eckerson from Emory would like to be involved in the project. Some of the data is coming from trials conducted at Emory. In order to facilitate the best use of the clinicians time, Bron and Chris will be meeting with a PKD foundation colleague to review the CRFs and extract the data elements. A meeting will be held in early December with the clinicians to review and agree on the data elements.  
· Alzheimer and Parkinson’s Disease (CAMD) - The goal of this project is to prepare a standard database for sponsors submitting data from Alzheimer trials. Data has been sent from coalition companies to help with mapping the data. The specifications for the data submission standard will be sent to the FDA and the SDS team for review in mid-October. Then test data will be sent to the FDA (not for an NDA approval) to allow the FDA to assess potential treatments for Parkinson/Alzheimer disease. The goal is that companies will use the standard to send in data in the future. The standard SDTMIG domains will be used for the submission, but some fields will be “Required”, that may be only “Expected”  or “Permissible” in the SDTMIG

The plan is to have this data to the FDA by February 3, 2010. The Data WorkGroup is currently working on mapping questionnaire data for ADAS-COG and SF-36. The Data WorkGroup had a face-to-face meeting in late August to work on mapping the questionnaire data.

9. Discussion question from Jane Diefenbach

1. Do you expect Industry to convert wholesale from WHO-DD coding for medications to UNII coding for medications? Are people already doing this?

2. Apart from UNII, is FDA getting ahead of CDISC on terminology? In other words, are CDISC and FDA sync’d in the clinical trials domain? And is it enough for sponsors to follow CDISC updates or do sponsors need to be following FDA updates as well? 


Discussion with Larry Callahan and Frank Switzer:

UNII is used to code active substances and is being used in SPL (Structured Product Labeling). There is no timeline for implementation in clinical trials, but the FDA has put in their business practices. The FDA is currently mapping dug information to UNII. The goal of the FDA is to have agreement on a code for a substance that would be used to track that drug through its life cycle. 
10. AOB

None.

Next TC: The next TC will be Thursday, October 15, 2009.
Drafted: C. Tolk/October 1, 2009

Approved: November 5, 2009
