HL7 CTRR DSTU Testing 
Draft Project Plan
Overview (Scope, Goals, Approach, Governance & Expectations)
HL7 CTRR Release 2 DSTU Testing 
Draft Project Plan (continued)

Scope – 

The scope of the testing will be limited to US and EU initial registrations.  By limiting the scope, our intent (and hope) is to gain hands-on experience at a very focused, detailed level to identify potential issues in preparation for eventual implementation of HL7 CTRR standards for registrations and results globally.  
Phase 1 Testing Will Include the Following Set of Use Cases within HL7 CTRR R2.0: 

· Clinical Trial Registration

· Collaborative Registration

· Secondary Registration

Phase 2 Testing Will Include the Following Additional Use Cases:
· Solicited Update

· Unsolicited Update

· Registration Status Request

The scope of R2 DSTU testing will be limited to Clinical Trial Registration use case.  Within this Use Case, test cases will be developed for the following registration activities:

Phase 1 Testing Will Include the Following Registration Activities:

· Send completed registration information (sponsor)

· Receive completed registration information (registration authority)*
*Registration Authority participation is required
Phase 2 Testing Will Include the Following Additional Registration Activities:

· Registration authority reviews

· Registration authority assigns an identifier

· Registration authority sends acceptance

· Sponsor receives acceptance

· Sponsor sends acceptance acknowledgement

· Registration authority sends rejection

· Sponsor receives rejection

· Sponsor sends rejection acknowledgement

· Registration Authority – Change Request

· Registration Authority – Update Request

· Update Clinical Trial Information (Amendment)

· Registration Authority – Update Submission Acceptance

· Update Clinical Trial information

· Administrative

· Recruitment Status

· Investigator Status

Scope Inclusion/Exclusion Decision Items
The following items are in the scope of testing and will be incorporated after Phase 1 is completed:

Phase 1b 
· Supplemental information for Member State (NCA) for purposes of local country registration

Phase 2 (or later)

· Local language requirements

Goals – 

Phase 1 Goals:

· To create a simple (yet complete) initial registration message for US (ct.gov) and EU (EMA EUDRACT)
· To develop and/or utilize technology tools necessary to create, import, view, edit and save HL7 CTRR messages.

· To identify and utilize controlled vocabularies sufficient to conduct the testing.  Vocabularies are necessary to support creation of HL7 CTRR 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 data sets.

· To identify business process and/or technical issues that may negatively affect efforts to implement HL7 CTRR

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

· To determine whether such issues will impact the further development of HL7 CTRR including results disclosure and/or functionality deemed to be out of scope for the current version of the DSTU message, and if so to communicate with the HL7 CTRR 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 CTRR to the broader stakeholder community who will be critical to supporting full implementation of HL7 CTRR.  Furthermore, to confirm (or to reasonably predict) the feasibility of implementing HL7 CTRR for use by the biopharmaceutical/medical device industry and additional registration authorities, as well as an expanded scope to include results disclosure.
Phase 2 Goals Will Include:  
· To create and test incremental information exchange scenarios that represent use cases for: Solicited Update; Unsolicited Update; Status Request.  

Approach – 

Our general approach to DSTU testing will likely require:
· Identifying Team Lead and Forming Subteams/Work Streams

· Test Case Team: To establish testing parameters and test case scenarios based on real-world  experience and an understanding of the information exchange process for initial registrations.
· Technical Team: To identify and provision the necessary tool(s) and testing environment(s) to successfully perform testing.

· Controlled Vocabulary Team:   To identify, review and apply the necessary controlled vocabularies to support the US and EU based testing of initial registrations.
· Implementation Guide Team:  To document the process by which the CTRR message will be populated, including guidance on valid field values (required/option fields).  

· Forming testing teams/partnerships to share resources

· Particularly between registration authorities, industry, and vendors
· Otherwise wherever appropriate to help us achieve our goals

· Strong communication, including:

· Setting and sharing expectations/plans at all levels 

· Bringing information from work streams back to the broader team

· Sharing information with HL7 CTRR Working Group and HL7 CTRR Leadership team
· FLEXIBILITY (above all):

· Be willing to be flexible… This is a large group with different ideas and perspectives

· Expect plans to evolve and change.  Treat initial plans as general guidelines; enhance them as we go.

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

· The testing Project Leader will be responsible for keeping this project moving forward.  They will seek (and leverage) the collective knowledge and advice of the group to evaluate and reach decisions. Where a decision is required, the 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 Leadership 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 willing to join a subteam and be an active contributor to the effort.  
· Involvement from sponsors, registration authorities in US as well as Europe and vendors is critical to the success of the testing program.

· Willingness to share realistic test data for clinical trial registrations, ideas, and experiences with the entire group. 

· Testing will facilitate the development of an implementation guide.

High Level Project Timeline – 
· Commencement of testing is dependent on the reconciliation of ballot comments and the potential need to re-ballot to revise model and resolve comments:

· If Re-Balloting is required:  delay testing 

· If Balloting is not required:    expect testing to commence unless major reconciliation is necessary prior to moving forward.

· IntraSphere tool will be available June 2010 (Demo planned for 09 June 2010)
· There is an expectation that the testing of the IntraSphere tool will include informal documented verification that the input into the test tool equals the output.

· A communication plan regarding how the Testing group and the Working group work together must be defined.
· Timeline

· Ballot: Apr - May 2010

· Ballot Results in Rio meeting: May 20, 2010

· Ballot Comments Addressed (AMS):  14 Jul 2010

· Revise Message by Incorporating Changes and Provide New Schema (AMS):  11 Aug 2010 

· Decision Y/N to proceed with testing (Leadership Team and Intrasphere):  01 Sep 2010

· Publish DSTU Ballot for Testing (AMS):    02 Sep 2010

· Sub-teams formation:  01 Sep 2010

· Testing team kickoff:  During Oct 3-8 Cambridge, MA HL7 meeting
note:  Other kickoff will occur during this time to continue development of Results or other use cases
· Development of test cases and test results (post on wiki):  03 Oct 2010
· Testing Commences: 11 Oct 2010

· Recommend at least 6 months for testing (Apr 2011)
· Until testing is completed to the satisfaction of key stakeholders and the Leadership team, it is recommended that the CTRR message is not moved forward for normative (production) ballot until all testing is completed.  Note:  It would not be unusual if revised CTRR materials are submitted for DSTU balloting to enhance the capability and use cases of the message.  The results of this DSTU testing should inform development of future message materials.
· Incorporate Testing Results into Implementation Guide:  Mar 2011

· Estimate Normative Ballot for May 2011 (HL7 meeting – Orlando, FL; aggressive timeline)
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