Meeting Minutes

CDISC-HL7 Stage II

August 20, 2008

11:00 am – 1:05 pm (EST)

Attendees / Affiliation

Jason Rock/Global Submit (Chair)



Scott Getzin/Eli Lilly

Joyce Hernandez/Merck

Jan Hess/Proctor and Gamble

Mary Lenzen/Octagon Research Solutions

Mitra Rocca/Novartis

Gary Walker/Quintiles

Diane Wold/GSK

Barrie Nelson/Amgen

Julie Evans/CDISC

Marcelina Hungria/Image Solutions

Background

FDA wishes to receive, in regulatory submissions, standard clinical study information content developed by the Clinical Data Interchange Standards Consortium (CDISC) in a Health Level 7 (HL7) message exchange format.  This is key to the FDA strategic initiatives to improve public health and patient safety.

This project is currently broken into two stages: requirements analysis and message development.  Stage IB team was developed and tasked with the requirements analysis responsibilities.  Stage II team was developed and tasked with the message development responsibilities.

The purpose of the meeting is to discuss mapping of selected SDTM domains (demographics, deposition, exposure, adverse event, and laboratory) to the Study Participation and HL7 clinical statement.

Discussion 

· The August 06, 2008 meeting minutes were reviewed and approved.

· Joyce’s presentation on defining experimental unit will be held at the next meeting.

· Jason continued with the mapping of SDTM various domains to the classes and attributes within the HL7 RMIM developed for the study participation message.

· Started with the Demography domain and addressed both Wayne and Diane’s comments. Since Wayne was not present at the meeting and there was a need for clarification and feedback from Wayne, some of his comments will be discussed during next meeting and were color-coded in green. 

· Joyce’s commented on the time point based on the introduction section of the study participation ballot:

“At the present time information on the organizations is passed to the agency in an ad hoc fashion at a variety of time points and encompassed within electronic free text documents such as PDF, making the information difficult to access and analyze efficiently.” And stated, that the message should come to FDA at different time points.
· Discussions on Demography(STDM DMG) Panel: 

· Row 5-9: SubjectID (SUBJID) in SDTM is the ExperimentalUnit.ID in the HL7 study participation message, an experimental unit could be a group of subjects, part of body (Right or left eye). ExperimentalUnit is a role. 

· Row 10: INVID (Investigator ID), Need FDA’s official definition of investigator.  Jan mentioned, sometimes, in long running trials, there is a change in investigator at a site. Diane gave an example of subjects that change sites within one study.  

· Row 12: BRTHDTC in SDTM, and person.birthtime.  Jason mentioned birthtime has a complex dataType (TS), where month or day could be missing.  

· Row 13: Age is derived from Studydate specified by the sponsor – birthdate.  Jan gave an example of Oracle Clinical, where age is calculated based from the enrollment date.  There is no direct equivalent between SDTM’s age and effective time, because the person in the calculation does not have the sponsor’s reference point. Need FDA’s advice on age in any analysis datasets they do. 

· Row 18: Arm has no place in the Study participation message. 

· Discussions on Disposition (DS) Domain within SDTM:

· Row 3: StudyID in DS domain should be the same as DM=Demography. 

SDTM subjected does not map to experimentalunit.id. SDTM is not using HL7 OID. The OIDs come from ISO.

Information on ISO Object Identifier (OID)s from Mitra: “An OID is a globally unique string representing an ISO (International Organization for Standardization) identifier in a form that consists only of numbers and dots (e.g., "2.16.840.1.113883.3.1"). According to ISO, OIDs are paths in a tree structure, with the left-most number representing the root and the right-most number representing a leaf. 

Each branch under the root corresponds to an assigning authority. Each of these assigning authorities may, in turn, designate its own set of assigning authorities that work under its auspices, and so on down the line. Eventually, one of these authorities assigns a unique (to it as an assigning authority) number that corresponds to a leaf node on the tree. The leaf may represent an assigning authority (in which case the root OID identifies the authority), or an instance of an object. An assigning authority owns a namespace, consisting of its sub-tree. 

OIDs are the preferred scheme for unique identifiers in HL7. OIDs should always be used except if one of the inclusion criteria for other schemes applies. HL7 Version 3 artefacts use OIDs to identify coding schemes and identifier namespaces. OIDs can be allocated by any organization using a unique OID root. A single message can use OIDs from various sources and a single scheme can be identified by more than one OID (e.g. by an OID from more than one organization). Once issued an OID is never withdrawn and always identifies the same scheme or object. “ OID applies to all IDs across studies.

Jason mentioned, in the SPL message they use the DUNS Number (from DUNS and Bradstreet). 

Scott asked the question on who is going to assign IDs in study participation, is it assigned by FDA?

Conclusion: Guidance needed by FDA for all IDs. 

· Row 7: Organizer group actions within one subject.

HL7 policy: use existing artifacts from EHR and patient care, therefore this message started from the clinical statement DMIM. 

· Row 10-13: There are no existing controlled terminology for some of SDTM elements, such as DSCAT=other events or DSCAT= protocol milestones, …

· Row 14: visit is an encounter.

· Row 15: VisitNum is an ID and is defined in studydesign. 

· Row 16: VisitDY is planned effectivetime 

· Row 17: EPOCH:  value of EPOCH in disposition links to EPOCH in study design.  Why is the EPOCH pointing to TimePointEventDef in the RMIM model? Do we need lower level additional variables than EPOCH, Get FDA’s input. 

· Row 18-20: Jason explained the difference between availabilityTime and effectiveTime in HL7. 

· The next meeting is planned for Wednesday, September 3, 2008 and a quorum of 5 people is required for the meeting to take place.  The agenda will be to continue with Exposure Domain. 

ACTION ITEMS

1.
FDA to provide the definition for Investigator, FDA’s input on EPOCH as well as lower level variables (ex: segment, cell), and guidance on assigning IDs/OIDs.   

2.

Continue with the SDTM exposure domain (EX) in ( HL7 Study Participation RMIM classes and attributes mapping discussion.
Attachment: SDTM domains mapping 
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