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Discussion 

· Continue review of the DSTU September 2009 Subject Data ballot comments. Specifically reviewed comments from Kevin Coonan and Frieda Hall (Department of Veteran Affairs). 
· It was suggested that the group would sent Kevin and Frieda the proposed action for their comments. They would review the proposed actions and response to them via email.
· The following are Kevin’s comments with the work group’s proposed action(s):

#44:  Missing storyboard.

· Question from the group: Which is the missing storyboard?

· Proposed Action: Not yet known (pending response to question)
# 45:  ADaM (absorption, distribution & metabolism?) is not listed in the glossary or spelled out.

· Proposed Action: ADaM (Analysis Data Model) – we will add this to the glossary.

#46:  Footnote and describe Janus

· Proposed Action: We provide a generic statement in place of Janus mention.

#47:  (SAE) - Spell out first use, provide footnote or other link to regulatory definition, and provide entry into HL7 glossary.

· Proposed Action: We agree that whenever an acronym is used, it should be spelled out.

#48:  
It isn’t clear what is even meant by “referenced by HL7 identifier”.  The OID is NOT a valid HL7 OID, and violates the whole concept of an OID in that is does not follow from any assigning authority. Please see http://rfc.sunsite.dk/rfc/rfc3061.htm, datatypes definition for more information http://www.alvestand.no.objectid/ or at least the Wikipedia article and OID abstract dataype R2 description on use.
· Proposed Action: We will remove the reference to “HL7 identifier 2.16.840.2.113883.4.125” and replace it with something more generic.

#49:  (Did you mean “Study A123…”??  Wasn’t Acme doing XYZ123?) – Please make story lines possible to follow, they are to help readers understand, if they get in the way, please resort to clear narrative.
· Proposed Action: We will straighten out these references to the different studies.

#50:  This likely is not part of the storyboard and should be removed when this is re-balloted.
· Proposed Action: Yes, it will be done.

#51:  (CRF) – Add to HL7 glossary.  Please use correct terminology and circumstances, as things like this are very distracting from trying to follow the storyboard.

· Proposed Actions: (1) Change the opening paragraph to: Sometimes the original CRF (Case Report Form) value is changed, for example, to correct a data entry error. (2) Put CRF in the glossary.

#52: 
(Estimate mean and variance of subject response in a study cell, and functions of these means and variances) – ? typo v. sentence fragment

· Proposed Action: (10.1.1.9) We will create a sentence.
#53: 
 It makes little sense to require a code from such a broad array of unrelated document types (i.e. LOINC Clinical Document Types). Have you confirmed that there are any document type coeds which would be sufficient for your use? In addition, the CE datatype is largely deprecated with the current RIM (2.27) although still permitted.

· Proposed Actions:
(1) I do not see a reference to “LOINC Clinical Document Types in the RMIM. I do see references to the Clinical Document type concept domain which is rather different.

(2) At the point that implementation guides, I expect to see some attempt to discover a set of document type codes to. Note, it may be difficult to get consensus around a single set given the wide range of practices in the clinical trial arena.

(3) The use of CE was done to follow the current CDA usage – in which CE is used.

#54: 
 Is there only a single identifier which would be used to identify these documents?  If so, you should document the use.

· Proposed Action: The use of id has not been worked out and will be worked out in the implementation guide. We do not believe that defining the specific ids to be used in an implementation has to be described in the standard.

#55:  
The Document.text.BIN cannot be precluded – it is the data which populates the text element of your document.text.  if you preclude the use of the BIN attribute you are saying that the only allowed values are NullFavors or the thumbnail. See http://www.hl7.org/v3ballot/html/infrastructure/datatypes_r2/datatypes_r2.htm#dt-ED for details.
The MIME type is required and conveys the MIME type of ParentDocument.text

You cannot constrain data types with comments like these in any regards.

You also might want to check the direction of your ActRelationship and the cardinality. This says you can have zero or more ParentDocuments.

· Proposed Action: This note is from CDA. (if the specification moves forward through creation of an RMIM, we will remove it) If the specification moves forward as a CDA implementation, the comment is moot.  As far as the cardinality goes, we will get more information on the intent of the parent document class.  (In general, we do know of things that have more than one parent.)

#56:
This would be the definition of this document, not the study design. i.e. what it would link to would be some catalog of what sections would be found in the document, etc. Not the protocol or study itself. Just use an ActReferenece to the study.
· Proposed Action: Agreed. ActReference is better.
#57: 
How is the data in the clinical statement related to the legion of potential research subjects who are the subject of the document? Is the idea to list all of the research subjects in the header of the Document and then refer to them by id in the clinical statements in the structured body?  Is the recordTarget the study agent (it would have to be (1..*) if your studies > 1 agent/intervention, and would depend upon the def’n of ResearchSubject.
· Proposed Actions:

In the usual case, the Study Data transmission will contain information regarding a single experimental subject, and that subject is identified in the base model within the Research Subject role. 

There is a less usual case in which the experimental unit is related to the research subject – as when a collection of skin patches on a single person are the actual subjects of the data. In that case, the subject participation within clinical statement is used.

The fact that a subject participation exists in both base model and in clinical statement also can support other less usual cases. When that happens, it will be discussed within the implementation guide for said cases.
· Department of Veteran Affairs (VA) – Frieda Hall was the submitter for the VA at the time this ballot was submitted to HL7 in September 2009, however she no longer works for the VA. Patricia Greim is the current VA representative and will responsible for addressing VA ballot comments.

There were a number of comments from the VA (all were labeled as affirmative comment). All but one of these were typos that the work group agrees to address.

#25 – the last of the comments stated … General comment on Subject Data diagram:
From the diagram it is not completely clear exactly what a given classCode points to.  For example, the information provided for Document is as follows: 

 

Document

classCode*: <= DOCCLIN

moodCode*: <= EVN

id*: || [1..1]

title: ST [0..1]

effectiveTime*: TS [1..1]

setId: || [0..1]

versionNumber: INT[0..1]

 

Is there anything in the diagram that indicates the DOCCLIN code specified for the classCode refers to the DOCCLIN (clinical document) < DOC < COMPOSITION <_ActClassRecordOrganizer < ACT < ActClass.  Is classCode intended to indicate actClass?  If it is should it be changed to actClass*: <= ACT?”

 

Work group response:

1. 
The diagram does not define where docclin sits in the ActClass hierarchy - there is no reason for it to do so. That is specified elsewhere - in vocabulary. 

 

2.  
The use of docclin in the model is purposeful.  It is intended that the act in question be a clinical document.

· Mead will send the above comments with proposed actions or responses to the appropriate person (Kevin or Patricia) for review.
ADDENDUM: 
On June 23rd, Mead sent Kevin Coonan and Patricia Greim an email with their ballot comments and the work group proposed actions/responses. 

On July 27th, Patricia Greim responded to Mead’s email. She stated that the work group’s responses addressed VA concerns. We will mark this comment as “Answered”.
Drafted: PGarvey 

