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	Joyce 
	Hernandez
	Merck
	Joyce_hernandez@merck.com
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Discussion 

· Change the project name from “CDISC Content to HL7 Message” to “HL7 Study Data Submissions Standard”.  As this project has evolved, the original title of the project no longer accurately describes the standard. 
· Study Participation – will remain a V3 message

· Study Design – will be converted to a Structured Document

· Subject Data – will be an extended CDA R2

As the standards continue to be developed, a separate project scope statement will be written for each new project for the above standards.
It was discussed that “submission” should not be included in the project title since these are exchange standards. There was a proposal to remove “submission” or replace “submission” with “exchange”.  FDA will discuss further internally. Patty will share the outcome at the next meeting.
· FDA is in the process of drafting the CDA Subject Data – Patient Narrative Implementation Guide (IG) for the January 2012 DSTU ballot. The final content is due to HL7 on November 27th.  FDA got a late start on writing the IG, therefore it currently is not available to share with the work group.  FDA will try its best to complete the IG within the next 2 weeks, so that they are able to distribute to the work group for review. 

· DRAFT Study Design: Structure Document Project Scope Statement (attached at the end of the minutes)
· Targeted for May 2012 ballot

· It was suggested that the scope be clarify on how this project is different from other working groups’ (i.e. CDISC Protocol Representation, CTR&R) projects relating to protocol requirements. It was also stated that this clarification does not necessarily have to be included in this particular project scope statement, however, it should be communicated in some other manner. 

· It was suggested that someone from the group attend the other work groups’ meetings. In addition, we should invite the other working groups to attend our meeting if interested.  

· Patty shared that Armando has reached out to the CDISC Protocol Representation work group. She will ask Armando to share the information he learned about the group.
· Study Design data elements is expanded to include the actual written protocol.

· HL7 Study Design specifications are trying to capture what is in a protocol and SDTM include the study design but not necessarily all the data elements in a protocol.  
· Elements of a protocol are SDTM and protocol representation (UML model).

· The revised Study Design story boards drafted by Armando will not be discussed today. Armando had a last minute emergency and is unable to attend the meeting.  It will discuss at the next meeting.  

· Joyce reviewed her proposed Industry Study Design use cases (attached at the end of the minutes). Note – due to time Joyce quickly review the use cases, therefore she may continue the discussion at the next meeting. In addition, she did not have time to review her proposed Study Participation use cases. This will also be discussed at the next meeting. 
Attachments:

1. DRAFT Project Scope Statement for Study Design – Structured Document

[image: image1.emf]PSS_Study_Design_S tructured_Document_v1.doc


2. Revised Study Design story boards


[image: image2.emf]New Study Design  Storyboards v2.doc


3. Joyce Hernandez’s proposed new Study Design use cases


[image: image3.emf]Sponsor-Lab-Use-Stu dy-Design-Use-Cases-2011-SEP-28.doc


4. 
Joyce Hernandez’s proposed new Study Participation use cases


[image: image4.emf]Industry Study  Participation Use Cases-2011-Aug-23.doc


Drafted: PGarvey


_1382334786.doc
Industry Study Design Use Cases

Sponsor to Laboratory Communications:


1. Alternate identifiers for a study such as NDA and CTR&R identifiers.  Could be supported via Study Characteristics class by adding new vocabulary.

2. Core Data:


a) Schedule of Activity – Need at a high level the types of labs tests to be conducted and when (i.e. visits)


b) Inclusion/Exclusion Criteria – examples: drug and infectious disease screening


3. Study Characteristics:


a) Nature of Study: For Example PK Study


b) Study Phase


c) Class of Drug


4. Cohort: Establish groupings of subjects that need specific treatment or 


      assessments.  For example some may have compromised renal functions and 


       need to be monitored for toxicity at frequent intervals.


Benefits:


1. Optimized operations at the lab will improve lab profits and provide savings to sponsors.


2. Improve data quality by removing redundancy of data entry.  Typically labs must manually enter information from the protocol document into their system.


3. Optimization achieved by automated loading of protocol data into the system.


4. Alternate identifiers help to link information sent via different messages.

5. Improve safety monitoring for any patients with compromised kidney or liver functions.


Storyboard:  


Acme Pharmaceuticals has contracted with ABC Lab to run their chemistry, hematology and PGx tests for a study.  Preliminary communications between the sponsor and lab requires that certain sections of the protocol information be exchanged.


In order to optimize sponsor and lab operations, the sponsor decides to send the enrollment, trial characteristics and schedule of activities via an HL7 Study Design message to the lab. Below is an example of the inclusion/exclusion criteria, activity schedule and trial characteristics information that was sent to the lab via XML.

Acme is conducting a preventative study with human subjects. The subjects participating in the trial must be female between the ages of 16 and 23. They must have an intact uterus.  Subjects may not participate in the study if they are immunocompromised or have HIV. Additionally, subjects who have reviewed any immune globulin will be barred from the study.


The following is the schedule of Activity for the study:


		Visit:  

		1

		2

		3

		4

		5

		6

		7

		8

		9

		10

		11

		12

		13



		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

		

		

		

		

		

		

		

		+

		+

		+

		

		

		





ELIGIBILITY CRITERIA XML snippets:

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

      <id extension="INCL001" root="V11"/>

      <text>Female</text>

      <statusCode code="INCL"/>

      <value xsi:type="ST"/>

    </eligibilityCriterion>

  </precondition><precondition typeCode="PRCN">

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

      <id extension="INCL002" root="V11"/>

      <text>Subjects 16 to 23 years old</text>

      <statusCode code="INCL"/>

      <value xsi:type="ST"/>

    </eligibilityCriterion>

  </precondition><precondition typeCode="PRCN">

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

      <id extension="INCL003" root="V11"/>

      <text>Female with intact uterus</text>

      <statusCode code="INCL"/>

      <value xsi:type="ST"/>

</eligibilityCriterion>

  </precondition><precondition typeCode="PRCN">

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

      <id extension="EXCL012" root="V11"/>

      <text>Subjects who are immunocompromised or have been diagnosed as having HIV infection</text>

      <statusCode code="EXCL"/>

      <value xsi:type="ST"/>

    </eligibilityCriterion>

  </precondition><precondition typeCode="PRCN">

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

      <id extension="EXCL013" root="V11"/>

      <text>Subjects who have received any immune globulin (including RhoGAM™) or blood derived products at any time through Month 7</text>

      <statusCode code="EXCL"/>

      <value xsi:type="ST"/>


TRIAL CHARACTERISTICS  XML snippets:


<subjectOf typeCode="SUBJ">



<studyCharacteristic classCode="OBS" moodCode="EVN">




<code code="TYPEOFSTUDY">





<originalText>Type of Study</originalText>




</code>




<value xsi:type="ST">Human Study</value>



</studyCharacteristic>


</subjectOf>


  <subjectOf typeCode="SUBJ">

    <studyCharacteristic classCode="OBS" moodCode="EVN">

      <code code="TINDTP">

        <originalText>Trial Indication Type</originalText>

      </code>

      <value xsi:type="ST">PREVENTION STUDY</value>

    </studyCharacteristic>

  </subjectOf>


subjectOf typeCode="SUBJ">

    <studyCharacteristic classCode="OBS" moodCode="EVN">

      <code code="AGESPAN">

        <originalText>Age Span</originalText>

      </code>

      <value xsi:type="ST">Adult (16 - 23 years)</value>

    </studyCharacteristic>

  </subjectOf>


VISIT INFORMATION XML Snippets:

      <component2 typeCode="COMP">

        <pauseQuantity value="-1" unit="d"/>

        <encounter classCode="ENC" moodCode="INT">

          <id root="2.16.840.1.113883.18.12.7.30.9.22" extension="1"/>

          <code code="visit"/>

          <text>Pre-Study</text>

        </encounter>

      </component2>

      <component2 typeCode="COMP">


  <component2 typeCode="COMP">

        <pauseQuantity value="1" unit="d"/>

        <encounter classCode="ENC" moodCode="INT">

          <id root="2.16.840.1.113883.18.12.7.30.9.23" extension="2"/>

          <code code="visit"/>

          <text>DAY 1</text>

        </encounter>

      </component2>


<component2 typeCode="COMP">

        <pauseQuantity value="2" unit="m"/>

        <encounter classCode="ENC" moodCode="INT">

          <id root="2.16.840.1.113883.18.12.7.30.9.24" extension="3"/>

          <code code="visit"/>

          <text>Month 2</text>

        </encounter>

      </component2>


<component2 typeCode="COMP">

        <pauseQuantity value="3" unit="m"/>

        <encounter classCode="ENC" moodCode="INT">

          <id root="2.16.840.1.113883.18.12.7.30.9.25" extension="4"/>

          <code code="visit"/>

          <text>Month 3</text>

        </encounter>

      </component2>


<component2 typeCode="COMP">

        <pauseQuantity value="6" unit="m"/>

        <encounter classCode="ENC" moodCode="INT">

          <id root="2.16.840.1.113883.18.12.7.30.9.26" extension="5"/>

          <code code="visit"/>

          <text>Month 6</text>

        </encounter>

      </component2>


SCHEDULE OF ACTIVITY XML Snippets:


> here we need to develop the XML to represent the scheduile of activity at the study level  <
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New Study Design Storyboards

Submitting a New Protocol 

ACME Pharmaceuticals Inc. is required to submit a new protocol to the North American Medicines Agency (NAMA) before the clinical trial can be initiated in that region. This protocol document contains the detailed investigational plan for the study. ACME submits a Study Design structured document to the NAMA containing the protocol. 


Amending an Existing Protocol 

ACME Pharmaceuticals Inc. has amended the protocol document by increasing the planned enrollment from 400 to 500 and by adding two new eligibility criteria. This is captured as an amendment to the previously submitted protocol and sent to the NAMA as a Study Design document. The amendment describes the changes to the protocol and the reason for the changes. The original protocol is unchanged and instead the amendment is appended to the original document.


_1382334783.doc
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Project Scope Statement 







1. Project Name, ID and Products 

Study Design: Structured Document

		 

		 



		

		Project ID: 



		 FORMCHECKBOX 


Non Product Project- (Educ. Marketing, Elec. Services, etc.)




		 FORMCHECKBOX 


V3 Documents - Knowledge






		 FORMCHECKBOX 


Arden Syntax




		 FORMCHECKBOX 


V3 Foundation – RIM






		 FORMCHECKBOX 


Clinical Context Object Workgroup (CCOW)




		 FORMCHECKBOX 


V3 Foundation – Vocab Domains & Value Sets






		 FORMCHECKBOX 


Domain Analysis Model (DAM)




		 FORMCHECKBOX 


V3 Messages - Administrative






		 FORMCHECKBOX 


Electronic Health Record (EHR)




		 FORMCHECKBOX 


V3 Messages - Clinical






		 FORMCHECKBOX 


V2 Messages – Administrative




		 FORMCHECKBOX 


V3 Messages - Departmental






		 FORMCHECKBOX 


V2 Messages - Clinical




		 FORMCHECKBOX 


V3 Messages - Infrastructure






		 FORMCHECKBOX 


V2 Messages - Departmental




		 FORMCHECKBOX 


V3 Rules - GELLO






		 FORMCHECKBOX 


V2 Messages – Infrastructure




		 FORMCHECKBOX 


V3 Services – Java Services (ITS Work Group)






		 FORMCHECKBOX 


V3 Documents – Administrative (e.g. SPL)




		 FORMCHECKBOX 


V3 Services – Web Services






		x

V3 Documents – Clinical (e.g. CDA)




		 FORMCHECKBOX 


- New Product Definition -








2. Project Intent (check all that apply)



		 FORMCHECKBOX 


		Create new standard




		x

		Revise current standard




		 FORMCHECKBOX 


		Reaffirmation of a standard




		 FORMCHECKBOX 


		Withdraw current standard




		 FORMCHECKBOX 


		N/A  (Project not directly related to an HL7 Standard)






		

		 FORMCHECKBOX 


Supplement to a current standard


 FORMCHECKBOX 


Implementation Guide (IG) will be created/modified


 FORMCHECKBOX 


Project is adopting/endorsing an externally developed IG

(specify external organization in Sec. 6 below)


 FORMCHECKBOX 


Externally developed IG is to be Adopted

 FORMCHECKBOX 


Externally developed IG is to be Endorsed







2.a. Ballot Type (check all that apply)

		 FORMCHECKBOX 


		Comment Only




		 FORMCHECKBOX 


		Informative



		x

		DSTU





		

		 FORMCHECKBOX 


Normative

 FORMCHECKBOX 


Joint Ballot (with other SDOs or HL7 Work Groups)

 FORMCHECKBOX 


N/A  (project won’t go through ballot)






		





3. Sponsoring Group(s) / Project Team



		Primary Sponsor/Work Group (1 Mandatory) 

		RCRIM



		Co-sponsor Work Group(s)

		Structured Documents WG



		

		



		Project Team:

		



		Project facilitator (1 Mandatory)

		Jonathan Levine



		Other interested parties

		



		Multi-disciplinary project team (recommended)

		



		     Modeling facilitator

		Mead Walker



		     Publishing facilitator

		Becky Angeles



		     Vocabulary facilitator

		Bron Kisler



		     Domain expert rep

		



		     Data Analyst facilitator

		



		     Business requirement analyst

		



		     Requirements process facilitator

		



		     Other facilitators (SOA, SAIF)

		



		

		



		Implementers (2 Mandatory for DSTU projects):



		1)  U.S. Food and Drug Administration



		2)  Johnson & Johnson





4. Project Definition


4.a. Project Scope



		The project will take the existing Study Design V3 message – currently a DSTU – as a starting point.  This standard supports the exchange of structured protocol information about a study. This standard will be converted to a structured document capable of exchanging the human-readable text (i.e. the traditional text-based protocol document currently provided as either a paper document, or a pdf file) in addition to the structured protocol data represented in the current message. The original requirements for the study design message (e.g previously defined storyboards for the V3 Study Design message) will remain in effect. 





4.b. Project Need

		There is a need to create an HL7 specification for the information that is submitted with regard to the details and progress of a clinical trial. The submitted information is voluminous, and is independently submitted by many organizations as a requirement of carrying out a clinical trial.  Users of this data have a tremendous need to compare data across trials, and to use similar evaluation techniques across trials. This becomes much easier (possibly only becomes possible) through the creation of a consistent format for data submission. Version 3 specifications have been balloted to address the design of a trial – study design, the list of parties signed up to participate in a trial, and subject data – trial process and outcome data.  The Study design specification – currently in DSTU, was originally designed as a V3 message. We now recognize the advantage of converting it to a structured document so that in addition to the structured protocol data represented in the current message it can also contain the human-readable protocol document. If successful, the intent is to withdraw the current study design V3 message and continue development as a comprehensive structured document.    







4.c. Success Criteria

		Creation and successful balloting of a Study Design structured document standard. 





4.d. Project Objectives / Deliverables / Target Dates.

		

		Target Date 



		Complete balloting of Study Design structured document

		May 2012



		Successful implementation at a trial site

		



		

		



		

		



		Project End Date 

		Dec 2015





4.e. Project Dependencies

		Study Design V3 message (DSTU, already completed)







4.f. Project Document Repository Location 

		http://wiki.hl7.org/index.php?title=Study_Design,_Study_Participation_and_Subject_Data





4.g. Backwards Compatibility

		Are the items being produced by this project backward compatible?


		 FORMCHECKBOX 
 Yes

		X No

		 FORMCHECKBOX 
 Don’t Know

		x N/A






		



		The Study Design structured document will not be backward compatible with the existing Study Design V3 message. However, the latter is in DSTU and backward compatibility is not required in this phase of development. In addition, the intent is to withdraw the V3 message once the structured document is complete. 





5. Project Approval Dates




		Sponsoring Group Approval Date

		Work Group Approval Date



		Steering Division Approval Date  

		SD Approval Date



		Technical Steering Committee Approval Date

		TSC Approval Date





6. External Project Collaboration



		US FDA





6.a. Stakeholders / Vendors / Providers 

		Stakeholders

		Vendors

		Providers



		 FORMCHECKBOX 
 Clinical and Public Health Laboratories

		x Pharmaceutical

		 FORMCHECKBOX 
 Clinical and Public Health Laboratories



		 FORMCHECKBOX 
 Immunization Registries

		 FORMCHECKBOX 
 EHR, PHR

		 FORMCHECKBOX 
 Emergency Services



		 FORMCHECKBOX 
 Quality Reporting Agencies

		x Equipment 

		 FORMCHECKBOX 
 Local and State Departments of Health



		x Regulatory Agency

		 FORMCHECKBOX 
 Health Care IT

		 FORMCHECKBOX 
 Medical Imaging Service



		 FORMCHECKBOX 
 Standards Development Organizations (SDOs) 

		 FORMCHECKBOX 
 Clinical Decision Support Systems

		x Healthcare Institutions (hospitals, long term care, home care, mental health)



		 FORMCHECKBOX 
 Payors 

		 FORMCHECKBOX 
 Lab

		 FORMCHECKBOX 
 Other (specify in text box below)



		 FORMCHECKBOX 
 Other (specify in text box below)

		 FORMCHECKBOX 
 HIS

		 FORMCHECKBOX 
 N/A



		 FORMCHECKBOX 
 N/A

		 FORMCHECKBOX 
 Other (specify below)

		



		

		 FORMCHECKBOX 
 N/A

		



		Other:  Clinical trial organizers, sponsor







6.b. Synchronization With Other SDOs / Profilers




		Check all SDO / Profilers which your project deliverable(s) are associated with.



		 FORMCHECKBOX 
 DICOM

		 FORMCHECKBOX 
 IHE

		 FORMCHECKBOX 
 ISO



		x Other (specify below)

		 FORMCHECKBOX 
 N/A

		



		CDISC SDTM





7. Realm




		x

		Universal






		

		 FORMCHECKBOX 
    Realm Specific 





8. Strategic Initiative Reference




		Check which Strategic Initiative best relates to your project.


x

A. Lead the development of global technical and functional health informatics standards.

 FORMCHECKBOX 


B. Streamline the HL7 standards development process.

x

C. Facilitate HL7 standards adoption and implementation.

 FORMCHECKBOX 


D. Define an overarching and internally consistent interoperability framework.

 FORMCHECKBOX 


E. Ensure broad and encompassing stakeholder engagement in the standards development process.  

 FORMCHECKBOX 


 FORMCHECKBOX 


F. Align HL7's business and revenue models to be responsive to national bodies while supporting global standards development.

G. None of the above apply to this project.







		HL7 Project Scope Statement 

		2011 Jan Release 
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Industry Study Participation Use Cases


Sponsor to Laboratory Communications

Typically large laboratories use historical data by geographical region and study characteristics to project site metrics related to subject participation.


1. Communicate status of site metrics specific to subjects.


a. Subjects to be screened


b. Subjects enrolled


c. Subjects Failed Screening


d. Subjects Completed


2. Number of Sites and their status 

Benefits:


1. Efficient use of resources

2. Can ensure lab kits are ready when needed.


3. Savings generated to sponsor and lab due to not creating more kits than needed.


Storyboard:


ABC Labs has operations in many countries and they typically use historical data along with protocol information to project subject participation rates at the regional level (sites/countries).  Because these are projections, they may not always have the appropriate level of accuracy. This may impact the timelines of the study due to not having enough lab kits to send out to the sites.

Conversely, having too many kits may impact the profitability of the study to the lab and/or the cost to the sponsor. Therefore it is important to have a source of subject enrollment rates that are accurate.


ABC Labs performed a proof of concept with several of their large customers and concluded that getting timely subject enrollment by site helped to optimize their kit development operations and related costs. As a result they were able to improve profit margins while still sharing cost savings with their customers.


ABC Labs is performing a large ophthalmology study (V000-013) for ACME Pharmaceutical.  The study has 200 sites worl-wide with approximately 50 subjects per site.  On Sept 1, 2001, site 1 transmits an initial message to ABC Labs, and the sponsor which provide a list of subjects and a summary indicating the following:


· Subjects to be screened: 5


· Subjects enrolled to date: 20


· Subjects failed screening:  3


· Subjects completed:  0


On a subsequent data exchange on Dec 30, 3005 site 1 sends the delta for the subject list and summaries as follows:


· A list of new subjects enrolled


· Subjects enrolled to date:  48


· Subjects failed screening:  7


· Subjects completed:  30


ABC Labs loaded the information into their LIMS system which manages their kit assembly per protocol.  The sponsor 


imported the data into their clinical trial management system which is used to monitor study performance.


The examples list below show a portion of the XML message which we used to communicate subject participation rates.


SUBJECT PARTICIPATION RATE example snippets:


<subject1 typeCode="SBJ">

        <experimentalUnit classCode="RESBJ">        


          <id root="cdisc" extension="00001" />

          <id root="gs" extension="202" />

          <effectiveTime xsi:type="IVL_TS">

            <low value="20011201" />

            <high value="20051130" />

          </effectiveTime>

          <subjectPerson determinerCode="INSTANCE" classCode="PSN">

            <id root="cdisc" extension="V000-013_0001_00001" />

          </subjectPerson>

        </experimentalUnit>

      </subject1>


<subject1 typeCode="SBJ">

        <experimentalUnit classCode="RESBJ">

          <id root="cdisc" extension="00002" />

          <id root="gs" extension="203" />

          <effectiveTime xsi:type="IVL_TS">

            <low value="20011205" />

            <high value="20051204" />

          </effectiveTime>

          <subjectPerson determinerCode="INSTANCE" classCode="PSN">

            <id root="cdisc" extension="V501-013_0001-00002" />

          </subjectPerson>

        </experimentalUnit>

      </subject1>

subject1 typeCode="SBJ">

        <experimentalUnit classCode="RESBJ">

          <id root="cdisc" extension="00003" />

          <id root="gs" extension="204" />

          <effectiveTime xsi:type="IVL_TS">

            <low value="20011207" />

            <high value="20051206" />

          </effectiveTime>

          <subjectPerson determinerCode="INSTANCE" classCode="PSN">

            <id root="cdisc" extension="V501-013_0001-00003" />

          </subjectPerson>

        </experimentalUnit>

      </subject1>
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