Meeting of caDSR Context Curators

September 22, 2003, 3 - 4:30 p.m. (Final)

Attendees:
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Kathleen Gundry/SAIC

Jocelyn Leatherwood/SAIC

Beverly Meadows/CTEP

Hrvoje Marco Medvedovic/NCICB

Jim Oberthaler/NCICB

Dianne Reeves/NCICB

Fred Rosenberg/Kevric

Anne Ryan/NCI/DCP

Michelle Smerek/FHCRC

Mary Supley/EMMES

Don Swan/TerpSys

Claudine Valmonte/EMMES

Denise Warzel, NCICB
Tin Wong/SAIC

The purpose of this meeting was to continue to discuss the plan for harmonization of the caDSR content.  The remainder of the meeting was a discussion of recommendations received to date for the “top 10” subject areas for harmonization.  Additional recommendations from context administrators may be sent to Tommie Curtis, CurtisT@mail.nih.gov
Harmonization Plan.

Kathleen Gundry discussed the proposed harmonization plan, which consists of three steps:

1. Continue cross-context designation.

2. Add registration status to caDSR and create a governance process to administer its content.

3. Establish an NCI context for management of classification schemes and optionally CDEs not owned by another context.

Step 3 could be accomplished at a later date.  Some CDEs could be promoted through registration statuses “as is” and could stay in the original owning context.  

Claudine Valmonte asked whether every CDE would have a registration status.  Kathleen responded that all components could have a registration status, but the immediate concern would be CDE candidates for promotion.  She described a system of dynamic statuses for data elements considered for promotion, as well as static statuses for retired elements or other elements not proposed for standardization.  Registration status would be separate from workflow status.  ISO standard 11179 specifies rules and procedures regarding the administration of metadata registries.  The registration status attribute specifies statuses such as recorded, certified, standard, retired, which could be adopted or modified for caDSR use.  Registration status denotes the quality and approval level of data.  It would indicate, particularly to outside users, which CDEs are preferred for use.  Review and approval would be by all contexts.  Assignment of a registration status would not affect contexts’ internal vetting processes.  

Claudine expressed concern that adding a registration status was an additional layer on top of the process that might be of little benefit since contexts that are interested in using a CDE have already agreed upon it.  Further, adding a registration status would not help users identify preferred CDEs.  Users would need guidance on what registration status means and how to find preferred CDEs.  Users would want to be able to search by both designation status and registration status.  Providing users with too many search options may make searches too complicated for users.  Kathleen said that the review of candidate CDEs in the context administrator forum focused the definition of requirements for the elements so that the resulting CDEs would be designated to serve a wider audience.  

Claudine suggested automating the tool so that it triggers any CDE that is designated by more that one context as a possible candidate for harmonization. 

Val Bragg suggested that the Registration Status field could be set to a default status and then promote data elements from there.  She said that cross-designation could trigger a data element status change to “candidate.”

Claudine asked what happens if no one promotes a CDE for registration status.  Kathleen responded that the CDE could still be used.  The registration process would be ongoing, beginning with the identification of a core set of data elements.  

Hrvoje Medvedovic indicated that when he was identifying candidates for harmonization he looked for commonalties among multiple case report forms.  He said that if we could harmonize that type of information, it would be a great benefit.  He said that he thought of designation as more of an internal process, not one that indicated a higher level of approval. 

Claudine asked for clarification on the message we would be sending to users--whether the plan was to develop a core set of CDEs that should be used on a majority of clinical trials or to develop preferred names that may be used by more that one context.  Hrvoje responded that these two messages will overlap. 

Claudine suggested that CDE cleanup should be accomplished first to determine whether there is a need to develop a registration status.  She suggested that since caDSR Version 2.0 will have additional designation searches, may be we should see how that works before we develop a registration status.  

Denise Warzel commented that registration status is a known 11179 attribute to the outside world.  It is an industry standard, so it may be familiar to outside users.  

Most participants agreed that despite the additional level of work associated with promoting data elements through the registration process, the addition of a registration status would facilitate finding harmonized CDEs that are preferred for use.    

Top 10 List of Topic Areas

Tommie Curtis discussed the top 10 list of topic areas collected so far.  Tommie stated that this list is just a first cut.  None of the categories are set in stone.  The groupings are for ease of review and for things that are related, e.g., that should be looked at together.  

Denise asked whether we should keep track of CDE identifiers in case names changed.  Kathleen responded that, at this point, we are dealing with topic areas.  We are not at the CDE level yet. 

Beverly Meadows said that, in working with the Food and Drug Administration (FDA), it is important to comply with Health Level Seven (HL7).  Kathleen  responded that SAIC has been tasked with investigating national and international standards that may apply to caDSR content.  Other standards will be considered in defining caDSR CDEs.  Hrjove requested an overview presentation on the HL7 data model.  Kathleen responded that she would invite Mead Walker, from the HL7 board to talk to the group.  Health Insurance Portability and Accountability Act (HIPAA) regulations should also be considered in harmonizing CDEs.

Dianne Reeves said she would like to have a discussion on how to approach laboratory values.  Logical Observation Identifiers Names and Codes (LOINC) contains laboratory codes; however, Claudine stated that the laboratory values were too specific for use by CTEP.  

Denise suggested that the subject areas Patient Smoking History and Specimen Identification be added to the top 10 list.   

Claudine stated that some subject areas have already been harmonized, such as gender and ethnicity.  There are no non-retired duplicates.  

The group agreed to begin the harmonization process with Patient Demographics because it is easy to understand and used by several contexts.  The CDEs in this category could be used to test the harmonization plan.

Next Steps

Discuss how to define well-formed CDEs for harmonization

Agree on registration statuses.

Begin harmonizing patient demographics topic areas.

Action Items

Context Administrators who have not already done so were reminded to provide a list of 10 core information areas from their context that could be candidates for harmonization.

Next Meeting

Monday, October 6, 2003, 3 - 4:30 PM EDT
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