
RCRIM CDISC Stage II 

Teleconference Minutes July 6, 2011

Attendees: (Total 7)
Mead Walker (Modeling Facilitator)
Armando Oliva (FDA)
Lise Stevens (FDA)
Bill Friggle (Sanofi)
Clyde Ulmer (NCTR)
Michael Brennen (J&J)

Diane Wold (GSK)
Mitra Rocca (FDA)
Subject Data Ballot Reconciliation

The teleconference participants discussed whether we received any feedback from 
Kevin Coonan and Freida Hall concerning their negative ballot comments.  Mitra indicated that she could try to reach out again to Kevin, and we needed to follow up with Patty to get the replacement contact for Freida since she as retired from the VA.

Review of Diane Wold’s comments: Note information is an excerpt from the spreadsheet used during the teleconference
Comment #2, artifact ID: PORT_SN100301UV

Current language:  “Acme uses the CDISC-HL7 subject data message to provide all the recorded observations, as well as all the key derived parameters resulting from those observations, as defined by the CDISC SDTM and ADaM standards.”

Ballot comment:  “The only place I can see that this data would be carried is the A_SupportingClincialStatement CMET.  I can see how this would carry the basic clinical data, but not how it would carry the derived data in the ADaM standard”
Discussion:  Participants discussed whether or not ADaM is in scope.  Per Armando, we have a current storyboard that references ADaM datasets: 10.1.1.1Submission of data tabulations and analysis data.  There was some discussion about how the structure would actually be populated, which for the purposes of the meeting we could not get into significant detail to resolve.  However, because there is a storyboard that relates to the use of ADaM datasets, the group agreed that the use case is in scope.
Ballot Disposition, Resolution Comment and Vote:  Disposition:  Answered
Resolution:  Based on the storyboards, supporting ADaM is in scope.  We believe that the existing structure could support this information.  We will work with the voter to find a reasonable way to demonstrate this support. Vote: Against: 0, Abstain: 0, For: 7

Comment #3, artifact ID: PORT_SN100301UV

Current language:  “Those observations that were previously reported in a spontaneous adverse event report (ICSR) need to use common identifier.”
Ballot comment:  “I understand what using a common identifier would use, but requiring the use of a common identifier is a regulatory agency policy.  The introduction said there was no intent to establish regulatory agency policy”

Discussion:   Lise indicated that it is not our intend to establish regulatory policy as part of this work effort; however, there was a recent discussion about this internally (Lise indicated that she believed it was during the Janus CTR data modeling session).  We discussed the current practice for post market ICSRs where the reports are uniquely identified using the Manufacturer’s Control Number (MCN) in their safety databases.  This id is used to help link follow up reports and reconcile duplicates in AERS/VAERS.  We discussed the need to be able to link the spontaneous IND safety reports with the summarized AEs that are captured in SDTM at the end of the trial.  We agreed that we could not resolve on the call, but that there is a need for a much broader discussion about the use of the unique identifiers across all domains in terms of how to cross reference previous information (suggestion made from Michael).  Participants agreed with the suggestion for further discussion on the topic before material is updated and presented for another ballot.

 Ballot Disposition, Resolution Comment and Vote:  Disposition: Persuasive with modification
Resolution Comment:  Change the wording to simply note that, in order to link the ICSR with reporting from a study, use of a common identifier for the subject of the adverse event would be necessary.  Vote: Against - 0, Abstain - 0  , For -7 .
Teleconference adjourned at 12N, with the commitment from participants to resume reviewing Diane’s comments at the next call and follow up with Kevin and Freida.
Attachment: 2009 DSTU Subject Data ballot comment spreadsheet
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