NCI-CDISC- C-PATH IMAGING Project Plan

June 2, 2011


Project Structure
3 levels of project participation:

· Oversight committee
· Project management
· Work Group (WG) Participants
The oversight committee is responsible approval and general oversight of the project, which includes the scope, principles, milestones, deliverables and resources.
The project management team is responsible for the execution of the project plan by facilitating the development of the deliverables through direct interaction with WG participants, and reporting to the Oversight Committee.
Working group participants provide expertise in the development of imaging standards within the timelines of the project plan.
Principles
· Small working groups
· 80/20 rule – focus on most commonly used variables
· Provide templates to structure and focus working groups
· Identify expert to participate on WGs based on the use case
· Iterative testing approach, make needed adjustments, then scale up, as appropriate
· Collaborate with the NCI/caBIG Imaging workspace (a funded workgroup! Look for possible synergy, meetings F2F Meetings, sync up calendars).
· Ensure alignment with the CDISC Device working group – to sure to include imaging experts on the team.
· Ensure alignment with CDISC efforts around therapeutic areas (PKD and Oncology standards development)
· Ensure alignment with caBIG and caDSR standards development efforts
· Ensure FDA input
· Adhere to the CDISC and NCI consensus development processes (should be okay to vet the standard via the CDISC standard SOP we can vet through the appropriate NCI grougs.)
Types of Imaging DATA
Based upon a frequency analysis included SDTM, CDASH, NBIA, caDSR, CDE, DICOM, TRIAD + 27 ACRIN protocols we have been able to classify the types of imaging data into five general categories: Study, Site and patient identifiers, operator related data, Image quality related data, equipment related data and results related data. The modality specific elements can be categorized as operator, quality and equipment related. The clinical assessments can be found in the results related data.
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Overall Project Goals
Identify a core set of imaging variables that can be combined with clinical elements that produces a harmonized set that supports clinical care, regulatory submission(s) and electronic health records. The set will support established imaging and clinical data standards.
These established imaging and clinical data standards include:
BRIDG, AIM, ACRIN, NBIA, DICOM, caDSR, ISO data types, RadLex, NCIt, CDISC Controlled terminology, CDISC CDASH and SDTM.
The goal is to connect the established imaging standards in an easily assessable and user-friendly manner. The project will not rework these standards (POINT TO – NOT RE-DO). If in the course of this project issues are noted, the standard owners will be informed amend/enhance their standard as they deem appropriate. Users of the implementation guide will be provided with a links on a variable level to each of the established imaging standards.
Following is an example of the resulting metadata tables:
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Since this approach is new and includes many different expertise groups within medical imaging the goals of the PHASE 2 Test stage is to develop:
· a well-defined use case – submit an image with other clinical data to FDA,
· metadata tables that encompass all relevant imaging standards. Elements that define the concept,
· examples and CRF screen shots,
· common data elements that are registered in the caDSR – post consensus process.
The resulting documentation will include a template and an implementation guide for this use case that can be used as a template to use going forward in the project and to solicit use cases to determine next steps.
Phase 2 - Process Testing
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Variables from these three groups are generally required to create an imaging case report (CRF):
Group 1

Common Imaging Elements:
· Common study site and patient identifiers

· Common operator-related data

· Common equipment-related data
· Common imaging quality related data
Group 2
Modality Specific Variables:
· PET (Positron Emission Tomography)

· Computerized tomography (CT)

· Magnetic Resonance imaging (MRI)

· Ultrasound (US)
Group 3
Clinical Assessment Variables
· RECIST Criteria for Tumor Measurement and assessment
The group 1 variables are well described in the majority of applicable imaging and clinical data standards. The imaging project team will review these standards and put together the metadata tables for review by the team.
7 New Study Data Tabulation Model (SDTM) variables are currently being developed by the CDISC Device team, which will facilitate FDA submission of imaging data. These domains are:
1. Device Properties - Generic Description of the device.
2. Device Details - Detailed description of the device.
3. Device Tracking & Disposition –
4. Device-In-Use Properties - Settings (dial), properties or characteristics when device is used with a subject. The properties/characteristics may change. Also applies to software versions.
5. Device Malfunctions – Unintended device events.

6. Subject-Device Relationships – linkage of subject to device. (Includes UDEVID, UPRODID, USUBJID and STUDYID and maybe dates.

7. Device Exposure - Tracks dates the subject is exposed to device
Device properties, details and Device-In-Use (in bold) are directly applicable to imaging. The ICV of this standard is planned to go out for public review in July 2011.
Phase 2 CT– Development Process Testing
The focus of phase 2 is to test a development approach that will include groups 2 and 3 imaging variables. To this end we propose the following use case:
CT modality and 1 use case (oncology, CT from the Imaging Workspace) and include RECIST 1.1 variables. Testing this use case will facilitate development of a template; allow testing of the approach and process flow. The findings will then drive process refinement and allow a scale up to other modalities and clinical assessment use cases with the goal of efficiently starting 2-3 parallel work groups in the fall of 2011.
Deliverables for Phase 2 CT
· Group 1 variable metadata tables created.

· A set of metadata tables, examples and instructions for one use case, (modality + clinical assessments).
· A well-defined use case that can be used as a template to solicit additional use cases.

· A set of next step recommendations (both use case + overall project).
Phase 2 CT – Scale-up

Upon completion of the development process test, the team will scale-up and develop the remaining target CT clinical assessment parameters:
· Total Kidney Volume for Parkinson’s disease (PKD)
· Volumetry for Cancer Assessment
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Teams will be created and TCs initiated to start the development process. This process can/will continue until all target modality and clinical assessments (PET>MRI>US with clinical assessment components) have been developed to the satisfaction of the Oversight Committee and the larger imaging community.
Phase 3 Consensus Process
It is proposed that initially the scope of this project is limited to the CT modality and the clinical assessments listed above. Once all three CT clinical assessment parameters have been developed and the team(s) reaches agreement on an Initial Consensus Version (ICV) Implementation guide, the resulting ICV will be submitted to the CDISC, NCI-caBIG and imaging WS teams for review according to each organization’s consensus process. The process will culminate in a public review period. Comments acquired from this public review will be address prior to the publication of the Standard (version 1.0). See cdisc.org and ..gov for detailed information on the consensus process
NEXT STEPS
Oversight Committee

· Project charter/plan with potential timelines, approved by Oversight group

· Project oversight group identified

· Agree on focusing on CT modality and 1 use case (oncology, CT from the Imaging Workspace) and include RECIST 1.1 variables.
· Provide guidance on the next modality/use case focus
· Agree on structure of the MD tables
Project Management
· Obtain use case from the Imaging workspace

· Define template for metadata deliverables

· Outline the project with deliverables, goals, and other info for the attendees

· Communication plan to attendees

· June - Hold a ‘kick-off” TC with the appropriate folks commence work on 1st Use Case
· Schedule weekly TCs initially – duration 1.5 hours
· July 12, 13, 14 - F2F meeting (venue tbd - NCI offices either Bethesda or Natcher) to review the work done on the WG TCs and continue with the work. No more than 10 folks. Ensure imaging work group representatives are on the team(s). All background and templates to be sent to attendees prior to the meeting.
· Report progress to the Imaging workspace and oversight committee, proposed meeting right after the F2F meeting the week of July 18.
At the conclusion of the first test use case (Development Process Test) we can then create a more detailed project plan to address the remaining modalities and the most common clinical assessment areas.
NEXT CALLS & Meeting Planning
May 23 – Present project plan to this small group, officially form the Oversight Committee. DONE
June 2nd - CDISC - NCI - C-PATH Imaging Coordination Call
On the next call scheduled for the 2nd of June, we would like to present this plan, discuss and get consensus and feedback on next steps.
Week of June 13 - Kick-off TC with the appropriate participants to commence work on 1st Use Case. Project management to provide a background and template to participants to focus development work.
F2F Meeting July 12, 13, 14 - Venue tbd - NCI offices either Bethesda or Natcher) to review the work done on the WG TCs and continue with the work. No more than 10 folks. Ensure imaging work group representatives are on the team(s). All background and templates to be sent to attendees prior to the meeting.
July 14th PKD meeting in Washington D.C.
Discussion: 23 March 2011
Present: Margaret Haber, Dianne Reeves, Chris Tolk, Jon Neville, Enrique Alvarez, Rhonda Facile
Total Kidney Volume for PKD database will be ready by August - assuming that the OM and DU domains (developed the CDISC Device team) remain intact. Dianne stated that NCI are responding to a request from the imaging workspace request for an imaging CRF to be used for submission to the FDA. The first use case comes from the Imaging WS ( CT modality, RECIST criteria), who wants to identify the set of variables and clinical data need for a submission to the FDA. There is overlap but we need to test our process. It was discussed that we could look at PKD IG as a “sanity check”.
Looking at the modality related variables, Chris informed the group that the SDTM does not have modality specific domains. She suggested that we want to develop controlled terminology. Rhonda replied a “technology independent” approach is the agreed approach. Focus on the topic, what are you measuring. Kidney volume and RECIST criteria will go into the organ measurements SDTM domain. However since this is a new area, we need to look at all variables needed, including modality related variables and then assess how to map to the SDTM with the assistance of the SDS team and the device team.
Agreed to look for more imaging expertise to round out the device team.
Timelines to be assigned once we have agreement on scope and next steps.
Discussion with Andy:

Model relationships between the data elements in a UML class diagram/model. Merge models with BRIDG. Need to discuss with Ed and the rest of the imaging to clarify whether or not this should be part of the initial scope.
ACTIONS:
We need to set up a call with the imaging WS leadership to get approval for the use case.

Identify imaging experts to join the device team.
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