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Vocabularies and Common Data Elements (VCDE) Workspace Monthly Teleconference
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Teleconference Information
Date:   Thursday, June 16, 2011
Time:  1:00 – 3:00 PM ET
Moderator: Riki Ohira
Executive Summary
The VCDE WS heard Announcements. Ann Setser presented an overview of MedDRA including regulatory use and Standard MedDRA Queries (SMQ). Dianne Reeves and Mukesh Sharma provided report outs of the HL7 Meeting and the Clinical Genomics Work Group respectively.
Meeting Materials
· Overview of MedDRA and Standardized MedDRA Queries (SMQs) – Ann Setser
· [bookmark: _GoBack]HL7 Meeting Report Out – Dianne Reeves
· Clinical Genomics Work Group (HL7) – Mukesh Sharma
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Meeting Notes
OVERVIEW OF MEDDRA CONTENT, REGULATORY USE AND STANDARD MEDDRA QUERIES (SMQ)– ANN SETSER
· Medical Dictionary for Regulatory Activities, a terminology explicitly developed for regulatory reporting.
· Objectives: classification for wide range of clinical information
· MSSO – the supporting organization
· fosters the use, ‘custodians’, not owners 
· JMO – manages the Japanese language terminology
· Governed by Management Board (industry, regulators, multi-national)
· MedRA is available in 11 language
· Regulatory Status of Mandate:
· Adverse reporting in several FDA databases
· Japanese Ministry of Health, Labor and Welfare
· Mandatory for electronic reports, periodic infection and safety reports and medical devices with biological components infection
· European Union
· Clinical trials
· Individual Case Safety Reports
· Adverse reactions
· Canada
· Not mandated yet, but recommended for adverse events
· Scope of MedDRA
· In scope: Diseases, diagnoses, signs, symptoms, etc.
· Out of scope: not a drug dictionary, demographics, study design terms, frequency qualifiers, numerical values for results, severity descriptions, etc.
· MedDRA Structure
· Organ Class-Group Term-high level term-preferred term-lowest level term (synonyms, lexical variables)
· MSSO’s MedDRA Browsers:
· Desktop (can be downloaded from MSSO web site)
· Web Based Browser: https://www.meddrabrowser.org/dsnavigator/ 
· MedDRA Maintenance
· Subscribers may submit change requests to MSSO
· 2 official updates per year: September x.1 release, March X.0 release
· ICH-Endorsed Guides for MedDRA users available on the website:
· MedDRA term selection: points to consider – promotes medically accurate and consistent use
· MedDRA data retrieval and presentation: points to consider – promotes understanding of implications of options on final output
· SMQs - Standardized MedDRA Queries
· Grouping of terms from one or more MedDRA system Organ Classes (SOCs) related to a condition or area of interest
· Intended to aid in case identification
· Examples of use: in clinical trials as screening tools, in post-marketing – signal detection, periodic reporting…
· OMOP
· Multi-year initiative to 
· Mapped ICD-9 to MedDRA, MSSO got involved to review and vet the mapping done
· Q: Drilling down SOCs into various levels of terms that some of the terms had similar terms; what accounts for that kind of duplication? Curators use the terms when they code value sets
· A: The rule is to match what is exactly reported as verbatim. Reporter would select what is reported 
· At the lowest level terms in MedDRA allow sufficient flexibility for expressions (for the clinician). 
· Q: For example, there was cardiac arrhythmia, cardiac arrhythmia (Nos), and cardiac arrhythmia Nos; is there some guidance to let users know which one they should use?
· A: Some of the terminologies were inherited. There is no specific guidance around which one to use with regard to a kind of standard.
· Q: What are all the acronyms used for MedDRA? Is there a source to define the different acronyms, like a glossary? Is there any intention to harmonize the synonyms?
· A: [Judy Harrison] Once a term makes its way into the terminology, we do not remove it. If a term is problematical (does not fit rules, outdated, etc) it gets put into non-current category but kept for historical analysis. There are two links to acronym definition: http://www.meddramsso.com/subscriber_acronyms_abbreviations.asp and http://www.meddramsso.com/public_acronyms.asp.
· Comment: In similar work, we find that it is beneficial to harmonize similar terms and remove the terms that are no longer relevant or not in use. 
· Response: Terms that are deemed non-current are not viewable in the website however the non-current terms are those that truly are problematic.
· Q: What version of MedDRA is mapped to ICD-9, and will you map to ICD-10?
· A: We mapped to MedDRA v12.0 and did manual mapping for all 14,000 terms because that is what was used for the health records at the time. Not sure if there are plans to update mapping to v14.0 or ICD-10; still under consideration.
· Q: MedDRA is not a real dictionary, is there going to be a decision to make it a full dictionary or terminology.
· A: MedDRA is not the traditional definition of a dictionary. It does not have definitions. It is a terminology, not meant to be a taxonomy or ontology. We have had interest from users in adding definitions to terms in MedDRA. Technical limitations and concerns have prevented it from happening. It may happen in the future, but not currently on the list of future activities.
· Q: CTCAE 3.0 worked on Adverse Events, I thought there was going to be a transition from MedDRA to CTCAE 4.0 and harmonizing standards. Can you explain diversity of standards?
· A: CTCAE 4.0 is a small list of terms specifically addressing signs/symptoms seen in oncology interventions. CTCAE was meant to be purely for oncology (small set of terms). MedDRA is a huge terminology covering all areas of healthcare. CTCAE is a much more limited scope of use.
· Q: If NCI could do that for CTCAE, why can’t other clinical domains have their own terminology?
· A: Many other groups already have terminology needs satisfied by MedDRA for all areas of healthcare as well as adverse events.
· CTCAE severity scale is very different and MedDRA is for AE reporting. E2B collects a variable for severity.
	
HL7 MEETING REPORT OUT – DIANNE REEVES 
· Dianne Reeves is a co-chair of the Clinical Interoperability Council (CIC) working group within HL7 (she was elected in January 2011)
· HL7 is focused on interoperability standards for electronic healthcare not just EHRs but all technical aspects of healthcare data
· HL7 Working Group meetings three times per year and there is an international one at least once a year or once every 18 months (to bring people international participants to the table)
· Meetings are well attended
· All negative comments for balloting must be reconciled
· Balloting is extremely important process that HL7 takes seriously
· All the Working Groups get report cards throughout the year and is managed closely
· Clinical Interoperability Council (CIC) was founded by Ed Hammond from Duke to allow clinicians to have a voice in technology development
· Cardiology model project with CIC is now loaded into caDSR
· Another activity CIC is responsible is for providing clinical SMEs for various efforts
· CIC voted to officially partner with NCI to work on metadata standards. CIC and HL7 are looking for a good way to store metadata standards.
· Q: What tools are they using to create DAMs?
· A: Primarily Enterprise Architect, but they also use Argo-UML and Ruby on Rails.
· Action Item: Dianne Reeves agreed to provide status report to Denise Warzel on HL7 and CIC.

CLINICAL GENOMICS WORK GROUP (HL7) – MUKESH SHARMA 
· Clinical Genomics Workgroup was founded in 2003 and contains about 30 members in the group
· Group has three tracks: 1) V3, 2) V2, and 3) CDA with several topics that go across all three tracks
· Mission is more focused on personalized medicine and other Omics technology
· Omics Domain Analysis Model
· Gene Expression DAM was balloted in May 2010
· Received 16 negatives and 30 affirmatives
· Genetic Test Report Implementation Guide
· Developed for CDA
· Currently addressing comments from the ballot
· Cytogenetics LOINC codes
· Intermountain Healthcare is developing V2 interface for LOINC codes
· Canonical Pedigree Project
· New project approved in January 2011
· Goal is to enhance current pedigree standards
· Provide reference pedigree messages
· Ensure interoperability standards to store pedigree data is sufficient
· Ensure hospitals have appropriate clinical power to do analysis
· Future Activities Mukesh is involved in include:
· Develop specimen CMET
· Omics DAM
· Review LS DAM (developed by caBIG®’s IRWG)
· Gene expression CMET
· Comparing specimen CMET with LS DAM to ensure specimen components missing are added
· Q: How complicated is it to add a new “test” to the stack to the genetic test reporting?
· A: Process should be expedited.

Next Meeting: Thursday, July 21, 2011; 1:00 – 3:00 PM ET
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