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	Study Design Structured Document Specification

	
	 

1. Eligibility (aka Inclusion/Exclusion) Criteria.

Joyce used the following approach – here is an XML snippet -

 

<precondition typeCode="PRCN">

               <eligibilityCriterion classCode="OBS" moodCode="CRT">

                    <code code="INCL"/>

                    <value xsi:type="ST" mediaType="text/plain">FEMALE</value>

                </eligibilityCriterion>

</precondition>

 

I thought this would be done differently.  That code would be “Gender”, and value would be female.  That negation indicator would tell us whether to include or exclude persons of female gender.    Having the code be “inclusion” or “exclusion” strikes me as not the intention for the attribute.  Joyce notes that many of the criteria she has to deal with are rather complex, and can only be represented as text entries to be read by a person.  She also noted that, in order to allow conversion both from SDTM  to HL7 and back again we needed to structure the data in a way similar to its structure in SDTM.  For Joyce, SDTM used the inclusion/exclusion category code to capture “INCL”, or “EXCL”.   I did not notice this – it shows up in an example – because nothing in the description within the SDTM IG discusses this usage.

 

2. Structuring Time Point Events.

Joyce has a tabular structure for the schedule of activities whose content needs to be represented within  the study design.  Her table shows – as rows – activities that need to be carried out, and – as columns – visits – during which the activities are to be performed

 

Here it is:

 
 

Event/Test                                   Month:
Pre-
Study
Day
1
Month
2
Month
3
Month
6
Month
7
Month
12
Month
18
Month
19
Month
24
Month
30
Month
36
Month
48
Obtain informed consent
+
 

 

 

 

 

 

 

 

 

 

 

 

  Gynecologic/medical history
+
+
 

 

 

+
+
+
+
+
+
+
+
Gynecological/ physical examination
 

+
 

 

 

+
+
 

 

+
 

+
+
Specimen collection/laboratory measurements (in serial order):
 

 

 

 

 

 

 

 

 

 

 

 

 

Pregnancy test†
 

+
+
 

+
 

 

+
+
+
 

 

 

Urine for gonorrhea PCR or LCR or SDA
 

+
 

 

 

+
+
 

 

+
 

+
+
Urine for chlamydia PCR or LCR or SDA
 

+
 

 

 

+
+
 

 

+
 

+
+
Serum for antibody measurements‡
 

 

 

 

 

 

 

 

 

 

 

 

 

HPV RIA  (Types 6, 11, 16, 18)
 

+
 

 

 

+
+
 

 

+
 

+
+
Neutralization (HPV Types 6, 11,16, 18)
 

+
 

 

 

+
 

 

 

 

 

 

 

Serum for HEP B Markers (Protocol 011 only)
+
+
 

 

 

+
 

 

 

 

 

 

 

Labial/vulvar/perineal and perianal swabs
 

+
 

+
 

+
(+)
(+)
 

(+)
(+)
(+)
(+)
Swab for HSV culture 
 

+
 

 

 

+
+
+
 

+
+
+
+
Endo/ectocervical swab
 

+
 

+
 

+
(+)
(+)
 

(+)
(+)
(+)
(+)
Pap test (ThinPrep™) for cytology#
 

+
 

 

 

+
+
+
 

+
+
+
+
Genital Wart Inspection
 

+
 

+
 

+
+
+
 

+
+
+
+
Vaccination§,(
 

+
+
 

+
 

 

+
+
+
 

 

 

Clinical follow-up for safety Vaccination¶
 

+
+
+
+
+
 

 

 

 

 

 

 

Clinical follow-up for safety  for SAEs only
 

 

 

 

 

 

 

+
+
+
 

 

 

 

I thought these would be organized by creating a  time point event definition for each visit.  The individual activities would be represented as planned subject activities (the clinical statement like structure on the right side of the RMIM).  However, Joyce feels it would be more appropriate to capture each activity as a time point event, and then to link it to the corresponding visit or visits, which would be modeled as subject activities.  



	
	Mead’s follow-up email: Mead: “Our discussion this week turned on the question of how to implement the Study Design Structured Document (SD SD) so as to have a determinate mapping with the CDISC SDTM IG.  We talked about the inclusion/exclusion domains and the SDTM  representation of visits and elements, and I agreed to write up conclusions, thoughts and suggestions.  

 

This turned into a document that provides a mapping between the SDTM trial design domains- trial arm, trial element, trial visit, trial summary, and inclusion/exclusion – and the SD SD.

 

You will note that the SD SD structure, as brought forward from the V3 message spec, was designed to both generalize and extend SDTM.  As a result, the mapping is not as simple as might be desired.    Please review the attached document.”
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	Next Meeting Date:
	June 20, 2012
	
	Time:
	11 am – 12 pm


Previous Topics
	TESTING INFORMATION FOR STUDY PARTICIPATION AND PATIENT NARRATIVE/CDA

	Discussion Points:
	· Kick-Off Meeting scheduled for May 25, 2012, 10-11 AM EST


	Study Design Structured Document IG R1 Scope

	Discussion Points:
	· Armando sent a Study Design Structured Document IG scope for version 1. Comments/Questions/Additions/Removals?

· Scope document available on wiki page: 

http://wiki.hl7.org/index.php?title=File:Study_Design_Structured_Document_IG_R1_Scope.doc


	Study Design Test standard from Mead

	Discussion Points:
	· Available on Wiki: 

http://wiki.hl7.org/index.php?title=File:StudyDesignTest.zip
· First: read description of RMIM where biggest changes are. 

· Then look at model – Mead’s updates are linking timepoint events directly to planned study 

· It’s now a structured document, so there’s a document header, etc. 

· We have 3 weeks to make changes before submission to HL7. Draft material already sent to Becky by Mead
· Please bring comments to March 14th Stage II meeting. 
· Otherwise, please send all comments to Mead and Crystal by March 16th. 


	bridg mapping for study design

	Discussion Points:
	· Mead to send BRIDG to listserve for discussion
· Link to BRIDG to Study Design mapping to be included in Study Design Model Ballot Package 


	Study Participation Question – Mead

	Discussion Points:
	· In the StudyParticipation RMIM, there’s an identifier on Study, which is in the event mood, while in StudyDesign, there’s an identifier on PlannedStudy.  In conversation with Jean, you’d indicated that these are separate.

The BRIDG SCC wants to know what the use-case is for having a distinct identifier on the “study execution”, because in their experience, a given PlannedStudy only ever has one execution – i.e. one “event” and therefore doesn’t need its own identifier.  Does HL7 have use-cases where this situation doesn’t hold?  I.e. Where the same PlannedStudy might have multiple Study executions, each with their own id?

	
	· Is there any distinction between ID for study and ID for protocol/study design that the study refers to?
· Have a planned study, but might have multiple instances of a planned study. Does this still make sense?
· Does BRIDG need to add PlannedStudy ID?
· A single protocol may have multiple studies or multiple phases, but don’t need new IDs for each study, just refer to the protocol ID. 
· This caused confusion during testing of XForms. Removed protocol ID and used only a single study ID. In practice, it appears that IDs are the same. 
· On IND study reports, there have been different IDs. The document ID is different, but the study ID is the same. AE reports, instead of using study ID, the form completer used the protocol ID. Was difficult to search for protocol ID in database to figure out which study ID it was associated with. 
· Best to stick with 1:1 associate between protocol ID and study ID? 
· For Study Participation, only use StudyID?
· In BRIDG there’s no distinction between the ID of the study and the ID of the protocol. Study Report document ID is different. 
· For BRIDG harmonization, these should not be the same ID. 
· Should the protocol number be equivalent to the study ID? 
· Would it make sense to propose that study ID should be unique (within the sponsor’s namespace, not globally) and equivalent to the protocol ID, then ask for situations in which this may not be the case?
· Mead will respond to BRIDG SCC
· Lise will bring questions to CBER and provide their responses to Mead. 
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