HL7 Study Participation and Patient Narrative/CDA DSTU 
Draft Testing Plan
Overview (Scope, Goals, Approach, Governance & Expectations)
HL7 Study Participation and Patient Narrative/CDA DSTU 
Draft Testing Plan (continued)

Introduction – 

As part of FDA’s ongoing study data standards research and development activities, FDA is planning to test the use of the HL7 Study Participation standard (currently a Draft Standard for Trial Use – DSTU) and the HL7 Clinical Document Architecture, Release 2 (CDA R2) normative standard. Please see http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm269946.htm for more information. 
Scope – 

The scope of the testing will be limited to test files provided to the US Food and Drug Administration.  By limiting the scope, our intent is to gain hands-on experience at a very focused, detailed level to identify potential issues in preparation for a future implementation of HL7 Study Participation and Patient Narratives/CDA for regulatory submissions to the US FDA. The testing will proceed in two phases.   
· Phase 1 Testing will test the use of the Study Participation DSTU standard to support the exchange of information about key entities that participate in a trial: 

· Investigators and their qualifications (electronic FDA Form 1572, Investigator C.V.)

· Other service providers (e.g. contract research organizations, central labs)
· Phase 2 Testing will test the use of CDA Release 2 to support the exchange of Patient Narrative information from a clinical trial, based on the Patient Narrative/CDA DSTU Implementation Guide. 
Goals – 

Phase 1 Goals:

· To create a valid Study Participation message for review by US FDA.  
· To use simple testing tools (xForm, Style sheet) to create, edit, view, and save HL7 Study Participation messages.

· To identify and utilize controlled vocabularies sufficient to conduct the testing.  Vocabularies are necessary to support creation of HL7 Study Participation messages.  This will require the application of such controlled vocabularies using realistic (not fabricated) values, and where appropriate making the necessary additions and/or modifications to these terminologies and value sets.

· To identify business process and/or technical issues that may negatively affect efforts to implement HL7 Study Participation
· To carefully and thoroughly diagnose issues, and (if feasible) propose potential remedies 

· To determine whether such issues will impact the further use and development of HL7 Study Participation, and if so to communicate these issues with the HL7 Study Data Standards (Stage II) team accordingly.

· To confirm a collective (if only general) understanding of how the process and technology will function together.    

· To provide a proof of concept of HL7 Study Participation to the broader stakeholder community who will be critical to supporting full implementation of HL7 Study Participation.  Furthermore, to confirm (or to reasonably predict) the feasibility of implementing HL7 Study Participation for use by sponsors of clinical trials in submitting data to the FDA.
Phase 2 Goals Will Include:  
· To create a valid CDA documents containing Patient Narrative information for US FDA.  

· To use simple testing tools (xForm, Style sheet) to create, edit, view, and save Patient Narrative/CDA documents.

· To identify and utilize controlled vocabularies sufficient to conduct the testing.  Vocabularies are necessary to support creation of Patient Narrative/CDA documents.  This will require the application of such controlled vocabularies using realistic (not fabricated) values, and where appropriate making the necessary additions and/or modifications to these terminologies and value sets.

· To identify business process and/or technical issues that may negatively affect efforts to implement Patient Narrative/CDA

· To carefully and thoroughly diagnose issues, and (if feasible) propose potential remedies 

· To determine whether such issues will impact the further use of Patient Narrative/CDA, and if so to communicate these issues with the HL7 Study Data Standards (Stage II) team accordingly.

· To confirm a collective (if only general) understanding of how the process and technology will function together.    

· To provide a proof of concept of Patient Narrative/CDA to the broader stakeholder community who will be critical to supporting full implementation of Patient Narrative/CDA.  Furthermore, to confirm (or to reasonably predict) the feasibility of implementing CDA for Patient Narrative information for use by sponsors of clinical trials in submitting data to the FDA.

Approach – 

· The Test Team will consist of 
· Volunteers from the HL7 Study Data Standards project team (Stage II). Because FDA is providing xForms to facilitate the creation of valid test files, no technical experience in the standard is required; however, technical expertise among some volunteers is welcomed. The use of the testing tools is also not required, but we hope testers will find them useful. 
· Test Team Lead: will provide broad oversight during testing.
· Technical Lead: will identify and provide the xForms and style sheets to successfully perform testing, and will identify, review, and apply necessary controlled vocabularies. The technical lead will also clarify and explain the contents of the Implementation Guides, and make any modifications to the guides as a result of the testing. 

· Each phase will last a total of two months, and will be staggered, during which 
· Test team volunteers will create and submit test files to FDA members
· FDA will evaluate the test files both for format/structure and content

· Test team volunteers will be encouraged to share test files with other, non- FDA team members, in the spirit of promoting community learning to help us achieve our goals. This is not required, as we recognize some of the dummy data provided in the test files might be sensitive. 

· Testing will promote strong communication, including:

· Setting and sharing expectations/plans at all levels 

· Bringing individual testing experience back to the team as a whole
· Sharing information with HL7 Study Data Standards (Stage II) Team
· Documentation and public publication of issues, resolutions, lessons learned

· Testing will promote flexibility:

· Be willing to be flexible, as the testing gets underway, a different approach or strategy may emerge as desirable
· Expect plans to evolve and change.  We will treat initial plans as general guidelines and will enhance them as we go.

· Please continually offer suggestions on how to work more effectively as a team.
Governance – 

· The testing team lead will be responsible for keeping this project moving forward.  He/she will seek and leverage the collective knowledge and advice of the group to evaluate and reach decisions. Where a decision is required, the testing team lead will accept responsibility for making a decision.
· This team will largely operate as a democracy; however there may be situations where consensus is split or a decision is unpopular, requiring escalation to the HL7 Study Data Standards Stage II Team (first), and then to RCRIM, if necessary, for further discussion and vote.  
Expectations—  
· Hands-on participation.  The project will need every participant to be an active contributor to the effort.  
· Ideally, we seek Involvement from sponsors of clinical trials, and software vendors.

· Willingness to share, where possible, test data with the entire group. 

· Testing will facilitate the refinement of the Study Participation standard and the Study Participation and Patient Narrative/CDA implementation guides.

Success Criteria/Metrics— 
· Testers are able to create, edit, view, and save HL7 Study Participation messages and Patient Narrative/CDA Documents
· FDA can view HL7 Study participation messages and Patient Narrative/CDA documents
· All necessary information identified by FDA subject matters experts (Bioresearch Monitoring (BIMO) staff/Office of Scientific Investigations (OSI)/reviewers) is contained in the displayed messages and documents
High Level Project Timeline – 
Commencement of testing is dependent on the availability of the testing tools (xForms and Style Sheets).
· Phase 1 – Study Participation

· We expect availability of the xForm and style sheet for Study Participation to be available around April 15, 2012. 

· We will schedule a webinar demonstration of the tools shortly thereafter

· We will begin the two-month test period shortly thereafter. The exact start date will be determined by the test team, to best align with volunteers’ schedule. 

· Phase 2 – Patient Narrative/CDA

· We expect the xForm and style sheet for Patient Narrative/CDA to be available around June 1st, 2012
· We will schedule a webinar demonstration of the tools shortly thereafter

· We will begin the two-month test period shortly thereafter. The exact start date will be determined by the test team, to best align with volunteers’ schedule. Testing will not begin until the Phase 1 testing period has ended. 

April 1, 2012
Page 2

