CDISC Stage II Teleconference

August 17, 2011

Attendees:

	Jay Levine 
	Mead Walker


	Lise Stevens

	Michael Brennen


	Julia Zhang


	Clyde Ulmer




Note:  We did not achieve quorum for decision making.  Additionally, we did not have the correct version of the ballot comment spreadsheet where we reviewed Julia Zhang’s comments, and voted on at the August 3, 2011 call.  Therefore, we agreed to reevaluate comments that were not discussed during the August 3rd call, and follow up with Patty Garvey to obtain the correct version that includes the formal voting results.  Comments completed today will be reviewed for final voting at our next call.  
Comment Review:

Ballot comment #35:  “We need to understand the relationship between the messages and CDA before we reach the agreement. It appears the use cases need dynamic messages, and CDA is a structured document which is a static. How will the subject data in CDA format serve this purpose?”
This comment is similar to the comment posed by David Iberston-Hurst (ballot comment #1).  The approved resolution for this comment is:  Persuasive - Provide a walkthrough that gives people a clear view of what is going on, if the DSTU proceeds.  If a CDA IG is created, that IG should clearly define how the relevant data is to be handled.  Vote: Opposed - 0, Abstain - 0, Agree - 13

Discussion:  HL7 V3 message and CDA specifications are both XML-based submission formats and the use of them are dependent upon the specific use cases of the implementers.  The information exchanges need to be evaluated in terms of what is most appropriate:  dynamic versus static information exchange requirements.  Based upon FDA experience to date, (e.g., development of FDA test tools and evaluation of submission requirements), FDA believes that Study Participation is well suited to remain a V3 messaging standard, and Study Design and Subject Data should migrate toward CDA. 
Proposed Resolution:   Answered:  Follow the proposed edits described for comment #1
Ballot comment #36:  “(1) What is the relationship between SAP and this Subject Data? (2) Should SAP be followed for deriving/converting the data? (3) Are there any statisticians involved with this Subject data?”
Discussion:  
QUESTION 1:  The Subject Data standard provides the “raw” data that is used to perform the analysis described in the Statistical Analysis Plan (SAP).  The requirement is to insure that the activities performed during the study, (e.g., substance administrations (SUBADMIN), clinical observations (OBS), labs, etc.)  could potentially be linked or cross referenced to the study activities described in the study protocol (Study Design).  Note however, this linking is expected to be performed in a backend database.  However, the content needed for linking purposes, e.g., identifiers for SUBADMIN, OBS could be carried in the message or document (CDA) payload. 

Proposed resolution:  Add detailed language in the appropriate section of the standard (including attribute description) about how OBS.ID or Document.id can be used to link information contained in Study Design and Subject Data

QUESTION 2:  The purpose or intended use of the Subject Data message is to exchange information about the subject of a clinical trial.  The standard does not dictate how a sponsor should “massage” or “process” data contained in the submission.  It is anticipated that study sponsors would follow their normal processes and simply populate the content of the Subject Data message with the required information for data exchange.

Proposed Resolution:  Answered, and make sure appropriate language is added to the introduction to explain and clarify the use cases and scope of the standard.  The need to be very specific about the need for separate implementation guides, and be sure we clearly discuss that the structure is used to carry the data – not tell people how to perform the analysis of the data sent/received

QUESTION 3:  FDA solicited input from statistical reviewers as part of their requirements gathering process for input into this standard.  However, it should be noted that specific statistical review requirements differ across FDA product review Centers, and this standard may or may not cover all information requirements for them.  Therefore, it is expected that specific implementation guides will be developed to help implementers thoroughly understand how to use this standard for creating compliant submissions for appropriate Centers/review divisions.

Proposed Resolution:  Answered
Ballot Comment #37:  “After review this subject data ballot, it is still not clear how to model the subject data for regulatory submission. Where the analysis data fit in this model?”
Discussion:  The group discussed the fact that submission of analysis datasets; such as ADaM, has not been clearly defined in the standard – that is, how to specifically do it.  AdAM data is within the scope of the standard (per storyboard 9.1.1.1Submission of data tabulations and analysis data (PORT_SN100301UV).   

Proposed Resolution:  Answered, and the group agrees to be more specific about the standard supports the capture of analysis dataset information in the structure.  There is a need to also specify that specific examples and instructions for creating the submission would be provided in an FDA implementation guide.  
Ballot Comment #38:  “Should data processing/analyzing using SAP be one of the participations under "Document"?”
Discussion:  Relates to comment #36.  See discussion and proposed resolution
Ballot Comment #39:  “Should audit trial data be included: end to end across the lifecycle – from collection thru analysis?”

Discussion:  The standard does not prescribe what sponsors must do in relation to audit trails.  The standard is intended to just support the need for them, especially if data was amended or changed by different authors/reviewers of data.  For example, an RN or PA may record their assessment of an observation or act, but upon further review and follow up, the investigator may update the information.  We want to make sure we are not too prescriptive about what is a requirement for data exchange versus requirements specified per regulatory policy.  The group noted that this subject requires a more detailed discussion before the standard is finalized and there needs to be explicit information in the FDA implementation guide about what sponsors are required versus “encouraged” to capture.
Proposed Resolution:  Answered, and the group agrees to hold more detailed discussions on this topic so that the appropriate language can be included in the Overview or Introduction sections.
