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Agenda 

• Putting the CDISC Protocol Representation 

Standards to Work 

• Using the Protocol Study Design in the EHR 

Workflow 

• Detailed walk through of EHR Workflow 

• Next steps for the Protocol Representation 

Standard 

• How to Get Involved with CDISC projects 

• Q&A 
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Presented by David Gemzik, PRG Team Lead, Medidata 

Solutions Inc. 
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Putting the Protocol Representation 

Standard to Work 
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Protocol Team Objective 

• Publication of a standard, structured, 

representation of protocol concepts that will 

enable interchange of protocol data and metadata 

among systems and stakeholders throughout the 

lifecycle of the study. 

• Project charter is posted to the CDISC public 

website here: http://www.cdisc.org/team-charters 
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Available Protocol Standards 

• Study Outline 

 Standard Concepts mapped to BRIDG, SPIRIT, and 

SDTM 

 Standard Document template and controlled terminology 

picklists 

• Study Outline Web Wizard 

 Online tool available through CDISC 

 Through web interface, outputs SDTM TS domains and 

Study Outline PDF document 

• Protocol PRM V1.0 

 UML Model of Protocol Domain in BRIDG 
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Web Site Link: http://www.cdisc.org/protocol  

http://www.cdisc.org/protocol
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Study Outline Standard 
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Standard Study Outline Concepts 
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Web Site Link: http://www.cdisc.org/protocol  

http://www.cdisc.org/protocol
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Study Outline Document Template 
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Web Site Link: http://www.cdisc.org/protocol  

http://www.cdisc.org/protocol
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Study Outline Web Wizard 
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Web Site Link: https://cdiscprm-sandbox.imedidata.net/ 

https://cdiscprm-sandbox.imedidata.net/
https://cdiscprm-sandbox.imedidata.net/
https://cdiscprm-sandbox.imedidata.net/
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Study Outline PDF Export 
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SDTM TS & TI Domains Export (CSV) 
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SDTM TS Domain 
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PRM V1.0 BRIDG Object Classes 
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Putting It To Work 

Study Concept 
Design 

• Web Wizard 

• Enter standard concepts 

Study Outline 
Document 

• Generate standard Document 

• Review standard Study Design 

Protocol & 
Downstream 
Standards 

• Author Protocol on approved Outline 

• Generate SDTM TS and TI Domains 

• Exchnage standard terminology and concepts 
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Key Value to the Organization 

• Standard Terminology & Structure 

• Promotes Reuse & Usability 

• Simplified Data Exchange 
Standards 

• Study Outline development and review 

• Focus & consensus on key concepts early 

• Facilitative Study Review and Design 
Challenge 

Process Rigor 

• Harmonized with CDISC domain through 
BRIDG 

• CDASH, SDTM 

• Cross Study Analysis (Apples to Apples) 

Interoperability 
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Detailed walk through of EHR work 

flow 

Presented by Landen Bain, CDISC 
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The Protocol Defines Process; 

EHRs Execute Processes 

• The protocol, especially the study design sections, 

defines processes that the healthcare site 

executes. 

• Why not leverage the Electronic Health Record to 

help automate these processes? 

• The EHR is an application that automates 

healthcare process. 

• The data generated by the process automation is 

a by-product of an EHR, not its main task. 
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What can the EHR do for Regulated 

Research? 

• Identify qualified patients based on inclusion 

criteria 

• Enroll patients and manage the patient/subject 

identity at the site 

• Schedule visits – human mediated process 

• Auto-populate and surface eCRFs 

• End the subject’s participation. 
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IHE Profiles that Coordinate 

Workflow 

• Retrieve Process for Execution (RPE) – the 

framework for workflow coordination 

• Clinical Research Process Content (CRPC) – 

defines transactions for study execution. 

• Research Matching – defines workflow for pre-

study processes 
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Retrieve Process for Execution  

http://www.cdisc.org/stuff/content

mgr/files/0/f5a0121d251a348a874

66028e156d3c3/misc/cdisc_healt

hcare_link_profiles.pdf  

http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
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Collaborative Process Management 

ProcessDefinitionManager 

ProcessActivityExecutor 

ProcessStateManager 

InitiateActivity 

ReceiveProcessStateAlert 

RetrieveProcessDefinitions 

Subscribe 

ReceiveProcessDefinitions 

ReceiveProcessDefinitions 

DeployProcessDefinition 

RetrieveProcessDefinitions 

Subscribe 

InitiateProcess 

RetrieveActivities 

UpdateActivity 

ReceiveProcessStateAlert 
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Consistent with BPM Design 

Mapping of RPE 2.0 Actors: 

  
ProcessStateManager (PSM) 

ProcessStateManager (PSM)  

                OR 

ProcessActivityExecutor (PAE)  

 

 

ProcessActivityExecutor (PAE)  
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RPE Use Case Walkthrough 

 ProcessDefinitionManager ProcessStateManager  ProcessActivityExecutor 

ReceiveProcessStateAlert [6] 

InitiateProcess [2] 

RetrieveActivities [4] 

RetrieveProcessDefinitions [1] 

UpdateActivity [5] 

ReceiveProcessStateAlert [3] 

InitiateActivity [4] 

1. The ProcessActivityExecutor retrieves process definitions 

of potential interest from the ProcessDefinitionManager. 

2. The ProcessActivityExecutor request’s process initiation by 

the ProcessStateManager forwarding a given process 

definition identifier as well as other required data, e.g., a 

patient identifier, demographics or eligibility criteria. 

3. The ProcessStateManager notifies the 

ProcessActivityExecutor that the process is proceeding or 

otherwise. 

4. The ProcessActivityExecutor either:  

• Retrieves the current activities it has to perform when 

activity creation is managed by the ProcessStateManager 

OR 

• Creates activities itself but as initiated and defined by the 

ProcessStateManager 

5. After performance of an activity, the 

ProcessActivityExecutor sends the ProcessStateManager 

the updated activity state and data. 

6. The ProcessActivityExecutor can always notify the 

ProcessStateManager of unscheduled events that may 

effect the process state, e.g., a patient withdrawal from a 

clinical trial. 
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RetrieveActivities – CDISC 

4. The ProcessActivityExecutor either:  

• Retrieves the current activities it has to perform when activity creation is managed by the 
ProcessStateManager OR 

• …                     
  

Request:    

 

 

 

 

 

 

 

Response: 
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Clinical Research Process Content 

http://www.cdisc.org/stuff/content

mgr/files/0/f5a0121d251a348a874

66028e156d3c3/misc/cdisc_healt

hcare_link_profiles.pdf  

http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
http://www.cdisc.org/stuff/contentmgr/files/0/f5a0121d251a348a87466028e156d3c3/misc/cdisc_healthcare_link_profiles.pdf
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Research Matching 

ftp://ftp.ihe.net/Quality/2013_2014_YR_7/Q

RPH_Technical/ResearchMatching/ 
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Find studies for interested patients 

“Match.com” 

Study 

Information 

Consumer 

Study 

Information 

Source 

Retrieve 

Study Info 

The Study Information Consumer retrieves relevant 

study descriptions and links from a Study Information 

Source, something like clintrials.gov.  HL7 Info Button 
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Find Eligible Patients  

“The App” 

Study 

Information 

Consumer 

Study 

Information 

Source 

Retrieve 

Study Info 

The Study Information Consumer retrieves eligibility  

criteria as executable code from the Study 

Information Source, a sponsor-hosted protocol 

representation. 
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Work to be done 

• Develop the protocol as a rigorous process 

definition 

• Use the IHE profiles as the gateway to handing off 

process definition to EHRs 
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IHE’s role 

• Develop QRPH profiles, leveraging CDISC 

standards and HL7, as appropriate 

• Review and comment profiles 

• Test profiles at Connectathons 

• Demonstrate interoperability at Showcases 

• Implement 
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• Contact information: lbain@cdisc.org 
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PRG Current Project & Next Steps 

35 
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Next Steps for the CDISC PRG 

• 2013  – Protocol Concepts 

 Publish Protocol Concepts Standard 

 Including mapping to BRIDG 

 Comprehensive list of standard Protocol Concepts 

• 2014 H1 – Protocol XML 

 An ODM extension to SDM ODM to include 

representation of the Protocol (and Study Outline) 

Concepts 

• 2014 H2 – Standard Protocol Template 

 ICH E6 Document Sections 

 Incorporate standard Protocol Concepts within 

Document Template 
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Industry Collaboration  

• CDISC PRG focus is on standardization and 

interchange of content 

• Work closely with the following industry initiatives 

and stakeholders 

 HL7 – Protocol-related messages harmonized with 

CDISC BRIDG 

 DIA SIAC – Process related activities leverage CDISC 

standard concepts and available stanards 

 SPIRIT – Harmonize standard concepts and tool 

implementations 

 FDA – Internal process and tool development to 

leverage CDISC standards and terminology 
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How to Get Involved with CDISC Projects 

Presented by Katie Carothers, CDISC Technical Project 

Manager 
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How to get involved 

 How can you contribute to the CDISC mission? 

Participate in the review process 

• Review draft standards posted to CDISC.org 

• Record comments for documents via public comment tracker 

Join a CDISC project team 

• Submit new volunteer registration form indicating which project 

teams/sub-teams you have interest in joining 

Future opportunities 

• Opt in for news announcements and reviews through mail lists 

• Develop and contribute to a wiki for use cases and examples – 

share your experiences with the CDISC Community 

• Attend the CDISC Intra-change! 
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Where to find the CDISC Technical Plan 
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http://www.cdisc.org/techical-plan- 

Pathway: www.CDISC.org > Standards & Innovations > Technical Plan Project Schedule 

CDISC0213.cdpz : Gantt Chart : CDISC Technical Projects

Page 1 of 1

# Name

1 Foundational Standards 

2 Protocol Concepts Guide

3 Extended ODM PRM XML Schema 

4 CDASH E2B SAE IG

5 CDASH V2 Update

6 SDTM v1.4

7 SDTM v1.5

8 SDTMIG v3.1.4

9 SDTM Associated Persons IG v1.0

10 SDTMIG v3.1.5 

11 SDTM QS Supplements

12 SDTM Devices IG v1.1 (Components)

13 SDTM Device Submission Pilot

14 Pharmacogenomics v1

15 SEND v3.0.1 Errata Update

16 SEND v3.1 IG (SafetyPharm, ReproTox)

17 ADaM Metadata Guide

18 ADaM IG v1.1

19 ADaM General Occurrence Model v1.0

20 ADaM Integration IG v1.0

21 Define.xml 2.0

22 SDTM.xml 1.0

23 Define- xml IG, Validation

24 Clinical Trials Registrat ion Schema v1.0

25 Semantics

26 Terminology Qrt ly Updates

27 BRIDG v4.0

28 BRIDG User Guide v2

29 SHARE

30 Healthcare Link

4th Quarter 2012 1st Quarter 2013 2nd Quarter 2013 3rd Quarter 2013 4th Quarter 2013 1st Quarter 2014 2nd Quarter 2014 3rd Quarter 2014

Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun JulOct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul

4/ 2/ 13

2/ 26/ 13

11/ 28/ 13

11/ 28/ 13

Batch 2 -  Batch 3/ SDTM

RFP Model 

HC Link Kit New Profi les

Implementation

Technical Plan Project Schedule (GANTT Chart) 
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Where to find recently posted documents  

• “What’s New” on homepage 

• CDISC Standards Latest Updates 

• Individual Project team pages or the Newsroom 
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How to get involved: public reviews 
Provide feedback for drafts in CDISC public comment tracker: 

1. Note – you need a portal account (set up through link on website) 

2. Microsoft Internet Explorer is preferred browser  

3. Read guidance document for how to use the tracker posted at 

http://cdiscportal.digitalinfuzion.com/CT/Pages/CCTT-Help.aspx 

4. Record your comments in the tracker: 
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Scroll to 

bottom of 

page to add 

new comment 

http://cdiscportal.digitalinfuzion.com/CT/Pages/CCTT-Help.aspx
http://cdiscportal.digitalinfuzion.com/CT/Pages/CCTT-Help.aspx
http://cdiscportal.digitalinfuzion.com/CT/Pages/CCTT-Help.aspx
http://cdiscportal.digitalinfuzion.com/CT/Pages/CCTT-Help.aspx
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How to get involved: sign up for a team 
Joining a CDISC project team….it all starts here! 
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New volunteers 

enroll on CDISC 

website 
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How to get involved: sign up for a team 

 Step 1: Enroll as new volunteer via online registration page: 
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Team member 

responsibilities 

Information 

about TA 

standards 

CDISC 

Technical 

Plan 

Select 

your 

project 

team(s)! 

Posted draft 

documents 
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How to get involved: sign up for team 
 Step 2:  Submit volunteer form to CDISC 

48 

When form is 

submitted, email 

will reach CDISC 

coordinator 
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How to get involved: volunteer for CDISC 

Things to remember…. 

Registration form 

 Not all active CDISC project teams are currently recruiting new volunteers 

 We have indicated which projects are in need of additional resources  

 Some project teams (Devices, Terminology, etc.) include a list of sub-

teams   

 If you select a project team with sub-teams on the form, if possible please 

indicate which sub-team(s) interest you 

Once your registration is submitted you will be contacted by a 

CDISC representative to discuss next steps 

Project needs vary based upon their deliverable schedule 

 Just because the team is not recruiting today does not mean they will not 

need help in six months! Check the CDISC website often. 

Regardless of project status, there is always a need for 

document reviewers 
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CDISC INTRA-change:   

July 30-Aug 1, 2013 

 Bringing together active CDISC volunteers 
for internal discussions and to make 
progress on cross-team topics 

 No conference frills; few plenary talks 

 Plenty of hard work 

 Deadline to register = 19JUL2013 
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Question & Answer Session 

All 
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CDISC Education and 

Communications Updates 

52 

Presented by: Saad Yousef, CDISC, Manager of Education and Membership 

Services 
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CDISC Education Public Course Opportunities 

• Cambridge, MA on 17 July 2013  

 

 

• Canton, MI (Detroit Area) from 6-9 August 2013 

 

 

• Brussels, Belgium from 9-12 Sep 2013 

 

 

• Seattle, WA from 16-19 Sep 2013 

 

 

 

• Full schedule and registration at www.cdisc.org/public-courses  
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http://www.cdisc.org/public-training-courses
http://www.cdisc.org/public-training-courses
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CDISC In-House Education  

 

• Schedule in-house authorized CDISC education for 

your company -  designed to meet your CDISC 

education needs. 

 

• For more information: 

 Visit our website www.cdisc.org/private-training 

 

 or fill out private education request form found here (form can 

also be found at above webpage). 
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http://cdisc.wufoo.com/forms/z7x3k7/
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Upcoming CDISC Webinars 

 

• Watch for more CDISC Team Updates and other topics 

in our Webinar Series in the coming months 

 

• CDISC Webinar schedule published at: 

www.cdisc.org/webinars 

 

 

• Next CDISC Webinar scheduled for: TBD.   
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http://www.cdisc.org/webinars
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Get Involved! 

• Become a CDISC Member 

• Participate in Public Reviews 

• Attend the Interchanges and authorized training 

• Be a key collaborator 

• Adopt the standards—ask partners to do so 

• Spread the word 

• Volunteer 

 

For more information about CDISC  

please visit our website:  

www.cdisc.org 
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CDISC’s vision is to: 

Inform Patient Care & Safety Through Higher Quality Medical Research 
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Any more questions? 

 

 

 

 

 

Thank you for attending this webinar.  

 


