Janus CCB Cumulative Meeting Minutes:  2007
9-MAR-2007

Attending:  Julie Evans, Frank Newby, Wayne Kubick (CDISC), John Speakman, Christo Andonyadis (NCI), Jonathan Levine (FDA).

This was an initial kick-off meeting to define the roles and membership of the Janus Change Control Board and to set plans for moving forward.

Agenda:

1.       Janus Project Status and Plans

Christo reports that the FDA/NCI MOU has recently been signed.  The Janus project has stalled recently due to some contracting issues, but is likely to start up again soon.  The creation of a production-quality Janus environment suitable for testing more extensively should be in place by Q4 of this year, which should align well with plans for the CDISC/FDA pilot project.  NCI has been continuing to work on other related projects and has considered how it may leverage Janus as a clinical trials database.  This will be discussed at a future CCB meeting.

2.       Role of the Committee 

a.       Review and approve proposed changes to NCI/FDA Janus Schema

b.       Describe the Janus vision and communicate to potential stakeholders 

c.       Eventually help define processes how Janus may be used in how information will flow in and out

Actions:  

Jay and Norman to prepare FDA list of pending change requests for review at next meeting 

Wayne to attach recent Janus presentations and communications (including recent IBM paper) to this slide.  Others requested to circulate other relevant information.  

3.       Discussion of Janus concept and scope

            Wayne raised the question “What is Janus?”  That is, does it refer to a vision, a schema, a general concept for integrating clinical data, the specific NCI/FDA implementation, all of the above or more?  Jay noted that the original concept was not just a repository, but also the layers to import data and to access it through reporting and analysis tools.  Frank believes we should thing of Janus as a broader implementation.  We’re going to assume the broader scope, but focus our initial attention on the NCI/FDA implementation and schema (where the initial change requests are stacked up).

4.       Committee Membership and Chair

Currently Jay and Norman will represent FDA.  Christo and John will represent NCI.  Julie, Frank and Wayne will represent CDISC.  We agreed to invite a representative from IBM and Joyce Hernandez of Merck as an industry participant.  Wayne has made contacts and Elise and Joyce have accepted.    We agreed to keep the group small for now, but will consider expanding with other members later.

5.       Meeting Frequency and Schedule

            We agreed to meet at least once per month initially, more often if needed to catch up on urgent matters.

6.       Next meeting and agenda items.

Next meeting is tentatively planned for 1-2pm Eastern Time on Friday, March 30.  Agenda will include reviewing list of proposed FDA changes.  Please send other agenda items to me in advance.

30-MAR-2007

Attending:  Julie Evans, Wayne Kubick (CDISC), Christo Andonyadis (NCI), Norman Stockbridge, Jonathan Levine, Jason Rock (FDA), Elise Blaese, IBM, Joyce Hernandez, Merck.
This meeting again was again focused on the organization, role and processes of the CCB. 

Agenda:

1. Minutes were approved without comment. 

a. Membership:  motion by Elise to add Bobbie Witczak who has done some preparation work for the CCB.  Motion carried with no objections by attendees.  ACTION:  Wayne to invite Bobbie to next meeting. 

b. Motion to consider adding additional industry sponsors who are implementing Janus. This will be discussed at next call.  ACTION:  Elise to nominate potential participants who are implementing Janus (Elise noted that other companies had active projects). 

2. Janus Vision.  The IBM Janus Vision white paper was prepared under the prior NCI contract and is the most recent publication on Janus.  CCB members should all review prior to next call.  The current Janus model is posted at http://www.fda.gov/oc/datacouncil and the NCI GForge site http://gforge.nci.nih.gov/projects/janus.    

a. The GForge site will be the primary repository moving forward. Version 6-02 is the current Janus version, though it hasn’t been updated since May 2005.  The site also has posted the SDTM mappings for version 3.1 (dated 8-02-06) and 3.1.1 (dated 8-15-06).  These 3 documents comprise the baseline versions of Janus under the purview of the CCB. 

A folder has been reserved for CCB change documents.  Elise has agreed to act as curator/administrator for posting CCB documents to the site.   

       ACTION:  Elise will circulate a powerpoint presentation explaining Janus. (attached)

3. Identify and review current pending change requests 

a. Two lists of changes have been identified to date.  One prepared by IBM (attached) and one provided by FDA.  We did not review these changes at this meeting, focusing instead on general CCB processes. 

b. Change approval process – The general process would be to review changes proposed by CCB members and other stakeholders.  A facility on the GForge site can be established to receive proposed changes from external parties such as pharmaceutical sponsors.  Jason proposed following the ICH process, which appears to be working successfully, as a model.  ICH has forms used to proposed changes, which are numbered and tracked and reviewed.  Although NCI has processes for change and configuration management, they did not have a pre-existing process for managing standards, so we agreed to examine the ICH model prior to next meeting and vote then whether to adopt it.    

ACTION:  Jason:  send out ICH process description and sample forms.

c. Change control/release process – who will maintain the model artifacts and apply proposed changes on behalf of the CCB.  Initially, this work will be divided among CCB members.  EA is currently being used as the data modeling tool.    

d. Initially, a voting quorum will consist of at least 6 CCB members including at least one representative from FDA, NCI and CDISC (which will represent industry, along with Joyce).  In general, changes will be introduced and discussed at next meeting and voted upon at the subsequent meeting.  This will allow CCB members who can’t make a meeting to submit an email vote on approval prior to the CCB meeting.  Approval is determined by at least 6 possible votes, though we may want to revisit this in the future and limits votes to entities (NCI, FDA, CDISC, Industry and CCB Chair) rather than individuals. 

Is there a possibility that a change would be approved by the CCB that the FDA and NCI decide not to adopt?  Perhaps, but this would not preclude changes to the model.  Different implementations will use different portions of the model.  What happens if one stakeholder such as FDA requires a change (such as one required by regulation or law) which may not be approved by the others?  There would have to be valid reasons for not approving – such as conflicts or inconsistencies with the overall model.  Even then, FDA could implement an extension that’s not part of the core model.  The Janus base model should guide all implementations, and other extensions may be necessary for specific individual implementations.   But anyone who implements Janus outside the core model, does so at their own risk.  The CCB is responsible for the core.  

4. Other new or pending issues and plans. – None raised. 

5. Next meeting plans and agenda items. 

Next meeting is tentatively planned for 1-2pm Eastern Time on Friday, April 27.  Agenda will include review and approval of change processes as defined in minutes and ICH documents.   Please send other agenda items to me in advance.  We’ll also continue discussions about prioritizing open action items and continue discussion about the Janus concept – is the core for everyone or just for FDA/NCI?

6. Proposed list of changes proposed by FDA in approximate priority order: 

 

1. Janus does not handle protocol versions correctly. Currently, a subject is associated with a version. Protocol versions should have effective dates, so that an individual moves from one version to the next. (We can do away with Superstudy Sequences by linking them within the Superstudies table. It is worth doing that, too, as long as one is re-engineering this piece.)

 

2. The protocol machinery needs to be in alignment with the Trial Design, if TDM is as advanced as has been claimed.

 

3. Qualifiers should be deprecated. These are just related Findings.

 

4. Documentation should describe how to map RELREC to Dependencies

 

4. Some consideration should be given to making one table out of Findings and Events. I am ambivalent on the matter, but it deserves consideration and a carefully documented rationale for making it one way or another.

 

5. Findings needs an as-supplied data value (purposely avoided previously).

27-APR-2007

Attending:  Julie Evans, Wayne Kubick (CDISC), Christo Andonyadis (NCI), Norman Stockbridge, Jonathan Levine, Bobbie Witczak, Jason Rock (FDA), Elise Blaese, IBM.
Agenda:

1. Comments and approval of minutes of last meeting. 

None.  Minutes accepted.

2. CCB Membership – adding representation from Industry.   

We’ve discussed adding another industry representative from a company implementing Janus. Elise has contacted one sponsor, which is well along in its implementation, and they have identified a candidate.  Elise doesn’t know his qualifications, only that he has time available.  Joyce has suggested another, but it’s unclear that company has progressed very far on their implementation.  Norman suggested another from the same company who is more familiar with the technical details of Janus.  Wayne offered to interview these, but we agreed to go with Jason’s recommendation to contact PhRMA to nominate a representative first.  ACTION:  Jason to contact PhRMA and report back.

3. Change Control Process 

Jason had submitted the ICH package for review previously.  NCI has another model, that may have slightly fewer steps, but Christo did not feel it was much different.  Bobbie reports that FDA has a process that can also be used, but is more comprehensive, focusing on SDLC implementation (which seems somewhat beyond the scope of the CCB, since changes may apply to installations other than NCI/FDA.  We agreed to take a look at adapting the ICH process first.

ACTION:  Bobbie will take a crack at fleshing out the process and adapting to the CCB

Question:  Does scope of CCB extend to validation rules as well?  This seems appropriate, but we’ll review at next meeting 

4. Janus Vision.  Comments on documents distributed earlier and need for additional messages (Janus as a broad industry data warehousing concept vs. Janus as an FDA/NCI project 

We discussed the 2 available documents and agreed a new presentation would be useful.  The CRIX presentation covers more than Janus, and refers to CDER rather than FDA in general, but can be used as a basis for a more general presentation to describe the Janus concept as a common baseline to be used by the CCB.  CDER references need to be generalized to all FDA divisions, and scope should be more focused to the broader Janus concept which extends to industry adopters as well as FDA/NCI.  Elise will update for discussion at next meeting.

ACTION:  All should send comments on existing presentation and suggestions for additions to Elise by May 11; 

5. Identify and review current pending change requests 

We reviewed the initial current list of items beginning with Page 2, Section A of the IBM list (IBM item 1).  The issues lists as closed/resolved were reviewed to determine whether they should be re-opened and subjected to approval by the CCB.  All were agreed to be reasonable did not require further review by the CCB.  So 3 issues are now on the official list (Hey, it’s a start).  In addition to logging and reviewing issues, we need to follow issues through to completion and ensure the change is correctly applied.  This implies a multi-step review process -- We’ll triage items for consideration first and dismiss any not worth pursuing.  Items to be pursued need to have a plan for resolution which involves a second stage of CCB approval.  A third stage will be after a resolution is in place, and a final stage is user acceptance.  Joyce Hernandez had earlier identified some other issues – Bobbie will find and send to Wayne so they can be added to list.  

ACTION:  Wayne to follow up with Joyce.  Bobbie will include this process in her change process document.

6. Other new or pending issues and plans. 

Norman:  What is the proper way to publish the updated Janus documentation as a pdf and html?  Perhaps the pdf is unnecessary, and the components are sufficient.  Previously there was a database script and a db modeling tool used by Norman to produce the output html from the design tool.  This should be moved over into a full-featured tool.  The documentation, update and publication process needs to be defined and adapted to a maintainable environment.  

ACTION:  Wayne to schedule webinar meeting to review Norman’s current process, and determine whether to keep it or dport it to a new platform, and determine how to maintain it. Meeting will include Doug Kanoza of NCI, Doug Del Prete of IBM, Julie, Jason, Christo, Norman Jay.  Jason will provide Webinar facility. 

25-MAY-2007

Attending:  Julie Evans, Frank Newby, Wayne Kubick (CDISC), Christo Andonyadis (NCI), Norman Stockbridge, Jonathan Levine, Jason Rock (FDA), Joyce Hernandez, Merck.
1.Comments and approval of minutes of last meeting. 

Approved with no comments.

2. General Status and Action item updates

a.  Jason to contact PhRMA and report back.  Jason has talked to the PhRMA ERS leads, and they will bring this up at next ERS meeting.  We’ll defer a vote on adding new members until we get feedback on the PhRMA nominee.  

ACTION: Jason – keep reminding PhRMA ERS to suggest a nominee prior to June 29.

b.  Comments on existing presentation and suggestions for additions to Elise by May 11;  Jason, has sent comments.  No one else confessed.

c. Wayne to follow up with Joyce on new requests.  Joyce is preparing for discussion at June 29 meeting.  

d. Wayne to schedule webinar for documentation maintenance.  Done – see item 3.  

3. Comments on minutes of Janus Documentation Maintenance Process (see minutes from 5/21/07)

No comments.  Jason now has a logon for NCI.

ACTION:  Elise – please set up Jason as an administrator.

ACTION:  Jason to port Janus schema into EA (actually, he’s done this already but he wanted to carry over credits to next meeting.  Actually, since this is already complete, let’s make it   Wayne’s action.  Minute writing should have its privileges).

4. CCB Membership – adding representation from Industry and FDA.  See Action 2a.  We agreed to defer discussion until June 29.

5. Change Control Process – Please review process proposed by Bobbie.  Discussion about what implementation means – schema vs. FDA/NCI implementation, and how to address resources identified in proposed process.  

ACTION:  Please send comments to Bobbie and Wayne by June 22, so they can be incorporated for June 29 meeting.   

6. Identify and review next batch of current pending change requests (if time permits).  We did not have a sufficient quorum, and felt the change control process should be clarified first before reviewing other requests.  

ACTION:  All:  Those who have submitted requests please identify any top priority requests to be considered for next 2 meetings.  

7. Other new or pending issues and plans. 

There are new concepts that will need to eventually be fit ito Janus.  For example, Trial Design Part 2 will need to be assessed against the Janus schema – though this probably won’t be ready until end of year – and needs to be done in the BRIDG first.  Other areas to be considered for reconciliation are SEND, Devices, Spontaneous PV report data, statistical analysis plan. 

What is base Janus which will be version-controlled?  For example, what do we do with a proposed new SDTM class to handle biospecimen data?  (also true of SDTM Device data).  We should not consider Janus as just an SDTM database.  Jay and Norman would like to try to fit within existing classes and beef them up if necessary – rather than add new ones.  Also, any new classes will need to be modeled into the BRIDG first.  

29-JUN-2007

Attending:  Julie Evans, Wayne Kubick (CDISC), Christo Andonyadis (NCI), Norman Stockbridge, Jason Rock, Bobbie Witczak (FDA), Elise Blaese, Olivia LI, IBM.
Attending:  Bobbie, Elise, Olivia, Christo, Julie, Frank, Norman, Jason, Devong and Mei (representing Joyce).

Agenda:

1. Comments and approval of corrected minutes of last meeting.  

None; minutes approved by unanimous lack of dissent.

2. General Status and Action item updates

            Jason’s all set, as usual.  Bobbie didn’t receive any written comments in advance, and nobody prioritized any requests. 

3. CCB Membership – current participants and adding representation from Industry and FDA

Jason has put in a request for a PhrMA rep.  Wayne has described the commitment (1-2 meetings per month; a few hours of document review for some of us, and the possibility of a F2F meeting later this year). We expect a nominee by next meeting, and will identify an industry rep at that time.

NCTR is going to implement a Janus instance for SEND data; so Bobbie requested we invite Weida Tong of FDA.  ACTION:  Wayne will invite to next call.

4. Change Control Process – Please review attached process proposed by Bobbie 

Julie, Frank, Elise – reviewed with no comment, and were acceptable.
Jason:  had comments, but presumably interspersed them between Norman’s.

Norman:  We should consider using the following Categories instead of severities:  

1,  Incompatibility with SDTM

2.  Logical design flaw outside of scope of SDTM

3.  Other structural, consistency or conformance issues (to conform with certain external principles or benchmarks, such as removing redundancies or ambiguities)

Christo suggested these might relate to improvements to performance, ease of maintenance or use,

We should also identify whether a request is a change to the existing schema or an new enhancement, such as a scope extensions for Spontaneous AEs.

Merck also had some categories defined in their recent change list that might be useful.

Should CCB maintain logical model or physical model?  Implementation decisions are addressed by individual owners.

Our primary focus should be on broad-based issues that will affect multiple stakeholders.  

Should this address potential incompatibility issues with other databases (such as use of reserved names for variables)?

The Janus package includes some load scripts that may not work in other physical implementations – how important are these issues for the CCB?  In general, we should support portability of the logical model.  

ACTION:  Jason will submit a list of reserved words and identify which variables should be changes as a proposed change request.

Should requests include “All necessary documentation”?  It might be better to adopt a two-phase process.  Initial requests should include appropriate supporting documentation to adequately describe the issue and recommended resolution, if known.  The CCB will triage to determine whether the request should be done; before approving, a second pass should involve implementers assessing the impact and effort associated with the change and report back how feasible it is to make the change. At that point, the CCB can make a final decision.

An issues list should be maintained as part of this process.

The “Issue-Type” in appendix, seems like the right attribute for us to categorize requests for evaluation using Norman’s 3 categories listed above.  We will need a to revise definitions for severity, and use “Low, Medium, High” as our severity categories.

CHRISTO:  Suggest which NCI applications may be used for the tracking process.

WAYNE:  Suggest new definitions for Low, Medium, High Severity (see below)

BOBBIE:  Update document and send out for approval prior to next call.

5. Discuss process for addressing current pending change requests (if time permits): See attached list of FDA, IBM and amended to include newly submitted Merck change requests.  See also Merck Powerpoint presentation describing their environment.  Do we need a face-to-face meeting to triage and prioritize this list?  Recall you were to identify top priority issues for discussion (see minutes).

Wayne had added two new “WRK” requests to register readiness of Janus for SEND and inclusion of SAEs.

After the document is updated with new Severity and Issue Type choices, originators should categorize each request using the new weighting factors.

6. Other new or pending issues and plans. 

We should consider a face-to-face meeting in Washington in September or October, possibly during the CDISC interchange.  

7. Next meeting date, plans and agenda items.

Membership, CCB process document, priority actions, SEND.  

	Severity
	Examples

	Low
	Minor problem or documentation correction – may result in loss of efficiency but does not preclude basic use.  (default)

	Medium
	Problem or missing function that may negatively affect some uses or slow performance, , but a workaround is available.  

	High
	Serious issue prohibits general use.  Inaccurate data, loss of data, inability to access data.  No workaround available.


Type of change request being created:  Problem, Enhancement, Requirement Change, New Project.

	Issue Type
	Examples

	1
	Problem:  Incompatibility with SDTM. (default)

	2
	Problem:  Logical design flaw outside of scope of SDTM. 

	3
	Problem:  Other structural, consistency, compatibility or conformance issues, or changes related to improvements in performance or ease of use.

	4
	Enhancement or Scope Expansion.


27-JUL-2007

Attending:  Julie Evans, Frank Newby, Wayne Kubick (CDISC), Christo Andonyadis (NCI), Jonathan Levine, (FDA..
Agenda

1. Comments and approval of corrected minutes of last meeting. 

No comments on minutes.

2. General Status and Action item updates (from minutes) 

WAYNE:  Invite Weida Tong to next call - Wayne has sent a note to Weida and is waiting to hear back.

JASON:  Jason will submit a list of reserved words and identify which variables should be changes as a proposed change request.  – No update.

CHRISTO:  Suggest which NCI applications may be used for the tracking process.  – Christo suggests using the standard GForge tool for this.  However, we’ll want to sort through the current list of requests first, and only enter those that are accepted.  

WAYNE:  Suggest new definitions for Low, Medium, High Severity (see below)  Although the GForge tool has different categories, we agreed to start out with the attributes and definitions suggested in the minutes of last meeting (included below).

BOBBIE:  Update document and send out for approval prior to next call.  This was not completed in time for this meeting, and is slated for discussion next time.

Regarding the GForge Site:  There had been 3 Janus projects on GForge.  Now there is a new IOTF category where all 3 are grouped together.  They have been renamed Janus Implementation projects to Janus Phase 1, Janus Phase 2, and Janus Study Warehouse.  The last one is the one that the CCB is concerned with.  Christo is working on other ways to keep these three linked.  Admins are Christo, Jason, Norman, and Elise (who will be removed).  

ACTION:  All CCB members should request to be a User.  

3. CCB Membership – attempt to reach closure on identifying one more representative from Industry 

Jason was not on the call to present an update on PhRMA nominees, so this issue was tabled.
Doug Del Prete will replace Elise as the IBM representative (Elise has been reassigned to a different project).
4. Change Control Process (Note; Bobbie is still working on an update; so we’ll discuss change comments included in last meeting minutes only)

Tabled until next call.

5. Review Janus Overview Presentation – should this be added to the GForge site?

We agreed it would be useful to add a presentation, but this version has some notable discrepancies such as omitting Norman and Jay’s role at FDA in originating the concept.  Also, Bobbie believes the vision figure is inconsistent, if not inaccurate.

ACTION:  Wayne will work with Jay to correct known mistakes.  If you have any other change requests, please let WAYNE know by August 15.  We’ll post after next call.  

6. Continue discussion of process for addressing current pending change requests: See attached current list (unchanged since last meeting.  Any priority requests to address now?  Is this ready to post on Gforge?

Are there any show stoppers that need to be prioritized?  We believe IBM has a few as does Merck.  

ACTION:  Wayne to contact Joyce and Doug and ask them to identify any critical updates first.

7. Other new or pending issues and plans:

a.  Need for F2F meeting? We feel we should plan for a 1-day meeting hosted by NCI in Rockville.  Proposed date is Oct. 25.

b.  Plans to incorporate SEND data  Plan was to try putting some SEND data.  Not clear if SEND mapping is being prepared yet.  We will need to discuss with Weida once he’s able to join the calls.

	Severity
	Examples

	Low
	Minor problem or documentation correction – may result in loss of efficiency but does not preclude basic use.  (default)

	Medium
	Problem or missing function that may negatively affect some uses or slow performance,  but a workaround is available.  

	High
	Serious issue prohibits general use.  Inaccurate data, loss of data, inability to access data.  No workaround available.


Type of change request being created:  Problem, Enhancement, Requirement Change, New Project.

	Issue Type
	Examples

	1
	Problem:  Incompatibility with SDTM. (default)

	2
	Problem:  Logical design flaw outside of scope of SDTM. 

	3
	Problem:  Other structural, consistency, compatibility or conformance issues, or changes related to improvements in performance or ease of use.

	4
	Enhancement or Scope Expansion.


17-AUG-2007

Attending:  Julie Evans, Wayne Kubick (CDISC), Christo Andonyadis, John Speakman (NCI), Jonathan Levine, Bobbie Witczak, Jason Rock (FDA).
Attending:  Wayne, Bobbie, Jay, Jason, Christo, Julie. John.

Regrets:  Joyce, Frank

MIA:  Norman, Weida, Doug.

Agenda 

1. Comments and approval of minutes of last meeting.   

            No comments; meetings approved.

2. General Status and Action item updates.  

All previous actions from past meeting closed except:  Need for CCB members to request GForge accounts and need to prioritize outstanding list of changes for review by the Board.

3. Status of NCI/FDA Janus project:  

FDA has gotten permission to use the gateway for 2-way data exchange with NCI.  Waiting to hear back from the FDA Gateway group; Michael Fauntleroy estimates it may happen by October.  Gateway has a size limit (Jason believes 8GB, which takes about 24 hours).    A brief planning meeting is for Phase 3 is scheduled for Sept. 4.  Action:  Bobbie will report back to the CCB at next meeting with results of planning meeting. Another meeting is likely to be necessary after that.

a. Plans to incorporate SEND data -   Weida was not in attendance; but will also be invited to the FDA Janus planning meeting.  No one is aware whether a SEND/Janus assessment has been done yet.  There are some differences to be addressed, such as the ability to easily segregate Human data from Animal data.  We’ll table for discussion again until Weida is able to join.

b. Impact of SDTM 3.1.2.  It’s out of scope for this project, but CCB participants should examine the CDISC posting and comment.  Jay Levine will try to coordinate FDA comments, and Wayne will arrange a meeting between FDA and the CDISC SDS team to discuss these.  Plan is for production version of SDTM 3.1.2 to be issued in Q1 2008, so there’s time to assess the impact and determine adoption policy and plans.

4. CCB Membership – we tried to reach closure on identifying one more representative from Industry.  Do we prefer someone who’s connected and can best report back to the larger industry community, or someone with significant hands-on experience implementing Janus in a sponsor environment.  Since we’re dealing with the logical model rather than the physical, those who spoke up preferred the former profile.  We discussed the proposed candidates and whether we should choose now or wait for Wayne to interview.
            

Agreement was unanimous to vote no.  Jason moved to appoint Bill Friggle; Jay seconded.  Unanimously passed.  We agreed to keep open the possibility of adding other members in the future. ACTION:  Wayne will inform Bill.  

            

We also discussed the possibility of including alternates for members who can’t attend (Joyce had nominated Mei Hong since she was out today due to vacation).   We noted that while FDA, CDISC and NCI all have at least 2 attendees (guaranteeing representation), industry currently had one, and a representative of one sponsor company was not necessarily representative of the industry constituency as a whole.  However, Bill Friggle’s appointment should mitigate that problem.  It was also noted that having people drop in occasionally was often counter-productive, and that if an alternate is necessary, they should plan to participate on a regular basis to stay up to date.

CCB decided not to allow occasional alternates; however, if a current member feels a permanent alternate (who can attend regularly) is necessary, they should propose them for membership to the CCB chair (Wayne).

5. Change Control Process – Bobbie has prepared a new version, which at least two people admitted to actually having read.  A list of changes was provided with the agenda.  A motion was made by Julie to accept, seconded by Jason.  Unanimously passed.  

ACTION:  Bobbie will make some minor corrections (to clarify the CCB is responsible for the logical rather than physical model), accept changes, and ask Jason to post to the GForge site.  We agreed we’d work with the process immediately on a trial basis, and adjust later if revisions are necessary.  

ACTION:  Christo will set up GForge Tracker work as the tool.  Time for everyone to get a GForge account.

6. Updated Janus Overview Presentation – should this now be added to the GForge site?  Unanimous agreement this is ready to be posted.  After agreement, Jason and Bobbie pointed out some inconsistencies:  notably the inconsistent use of SDTM vs. SDTM/HL7 and the lack of reference to ICSR.  After much discussion, we agreed that such inconsistencies were just what the doctor ordered.  However, we agreed that we should spend more time on crafting the story regarding ICSR and SEND and update the presentation later after that. ICSR needs to be coordinated with the vision and SEND needs to be fully assessed for compatibility with Janus.   We’ll continue this discussion at a future meeting.  ACTION:  Jason to post the presentation as is.

 

7. Determine whether there are priority change requests that need to be addressed with urgency. 

Now that we’ve adopted the process, we agreed to kick the list of proposed changes back to the originators and have them classify each item in terms of Issue Type and Severity according to the new process.  

Anything that has to do with the physical model is currently out of our scope.  We’re focusing primarily on the logical model.

ACTION:  Change Request Originators to prioritize all existing requests.  I’ve added a rough spreadsheet template (worksheet 1 is for requests; worksheet 2 lists codes to use for Type, Severity and Disposition).  Could use some usability improvements if any of you are proficient in Excel.

8. Date for October F2F meeting, next teleconference date, and proposed agenda items.  

 Next teleconference will be at the usual time Sept. 28.  A Face to Face meeting to prioritize outstanding issues will be held Thursday, OCTOBER 25, hosted by NCI, assuming severity and type classifications have been proposed by the originators by then.

28-SEP-2007

Attending:  Julie Evans, Frank Newby, Wayne Kubick (CDISC), Christo Andonyadis (NCI), Norman Stockbridge, Bobbie Witczak, Jason Rock, Weida Tong (FDA), Doug Del Prete, IBM, Joyce Hernandez, Merck, Bill Friggle, PhRMA/Sanofi-Aventis.
Agenda:

1. Comments and approval of minutes of last meeting.  No comments; minutes approved.

2. General Status and Action item update:

Bobbie provided a status update of the FDA Gateway planning meeting. The plan is to use Secure HTTP (AS2 – SHTTP) to transfer data for loading to Janus for the operational pilot .  NCI will ask NIH to open a port to set up a gateway.  Phase 3 should include a gateway for 2-way data exchange, managed by Michael Fauntleroy , who is the program manager for gateway implementation at FDA .

Jason has posted the change control process and presentation.  

The GForge website has been renamed Janus Change Control Board.  URL now references gforge./project/janus_ccb 

Christo has modified the GForge Tracker tool for CCB purposes.  Needs to be reviewed by all members.  Time for everyone to get a GForge account.

Regarding prioritization of outstanding requests, only Norman has responded to date.  

3. Status of NCI/FDA Janus project.

The project completes in 2 weeks.  Norman, Jay Levine and Chuck Cooper will be initial reviewers for FDA.  Mina Hohlen and Zei-Pao Huang will be the FDA system administrators. Work is still in progress on the getting data from EDR to the Janus load function.  Some sample datasets have been tested, but all of these  datasets  were rejected due to severe errors.  FDA-CDISC Pilot pediatric datasets will be corrected so they can pass load and used for user acceptance testing.  FDA needs to discuss the degree of error-checking rules and decide when to publish these for industry comment after further experience with load testing.

a. Plans to incorporate SEND data and status of SEND mapping

              Current Janus mapping (6MB, so not attached) is for an older version of SEND, not consistent with current version 2.3.  Michael Orr is working with IBM for FDA on SEND/Janus integration, and mapping to SEND 2.3 will be done according to this plan.  As part of a planned FDA pilot project, the PharmQuest ToxVision review tool is being piloted through NCTR as a first step; moving the data to Janus will follow afterwards in an additional phase.  Announcement is expected to appear in the Federal Register on Wednesday, October 3.  

4. CCB Role and Need for a Charter 

Although we discussed the role and purpose of the CCB during the first few meetings, we did not complete a formal charter to be posted to the website. The minutes defined the role of the Committee as follows:

a.       Review and approve proposed changes to NCI/FDA Janus Schema

b.       Describe the Janus vision and communicate to potential stakeholders 

c.       Eventually help define processes how Janus may be used in how information will flow in and out”

We agreed it would be wise to create a formal charter for posting. Action:  Wayne will draft a charter prior to next meeting.

5. GForge Site Updates:  Wayne pointed out that the website is also lacking other useful information, such as CCB Membership, minutes and the current Change List.  

Action:  Wayne will add a description of Role, cumulative minutes, members and post on the website. We’ll post pending changes through the Tracker tool after our Face to Face meeting.

6. Membership follow-up discussion.

At our previous meeting, we agreed it was not wise to have occasional stand-ins attending who had not been actively participating in the CCB.  We observed that NCI, FDA and CDISC had multiple representatives, so that at least one member could be present, but our industry reps did not. Accordingly, Doug Del Prete nominated Olivia Li as a standard alternate for IBM.  Nomination approved.

Question, do other members need to designate alternates?  Merck would like to consider nominating an alternate as well, and Bill Friggle will check with PhRMA to see if they want to add one.  

7. Determine whether there are priority change requests that need to be addressed with urgency. 

As noted above, we’ve had some delays in prioritizing the current list of requests.  Norman has observed that we need to agree on general prioritization principles, followed by prioritization and a moderated comment collection period on proposed changes.  For example, we should determine how to address implementation-dependent requests (such as some pending requests related to performance issues).

 

Question:  Does the scope of CCB only affect FDA/NCI, or does it also involve sponsor requirements?  What is the core Janus scope under the purview of the CCB? Are there plans to re-define Trial Design?  How much of BRIDG should be reflected in Janus?  BRIDG 1.1 will include both SDTM and Trial Design, so, in theory, BRIDG includes Janus by extension – in Jason’s words, through the Transitive property of SDTM, Janus is mapped to BRIDG.  Action: Bobbie and Jason will discuss the relationship of BRIDG with Janus with Jay and Armando.  Action: Jason and Wayne with Julie (as a post-meeting update) will take a look at mapping Janus to BRIDG.

7. Preparations for October F2F meeting and suggestions for upcoming agenda items.  

Face to Face Meeting planned for 9am EST on Oct. 25 at NCI and should complete by 4pm.  Agenda will include finalizing charter, reviewing prioritization principles, and identification and review of high priority change requests.  Meeting details and exact building location will be sent separately.

20071025 Janus CCB Meeting Minutes
Agenda

· Review Meeting Objectives and Expectations

· Status Update:  

· Janus Design 

· Janus Project Status and Timelines

· Reported Issues with loading SDTM data into Janus

· Janus and BRIDG

· Agree on CCB Charter

· Additional Membership discussions

· Define prioritization guidelines and principles

· Identification and review of high priority change requests. 

· Conclusions and next steps. 

Participants:

· Olivia Li (OL), Jay Levine (JL), Jason Rock (JR), Doug Del Prete (DD), Wayne Kubick (WK), Bill Friggle (BF), Julie Evans (JE), Bobbie Witczak (BW),  Norman Stockbridge (NS), Joyce Hernandez (JH), Christo Andonyadis (CA), John Speakman (JS)
· Excused: Weida Tong (WT), Frank Newby (FN)
Review Meeting Objectives and Expectations

· Participants provided their ideas regarding individual objectives and expectations for the meeting.  Some of these objectives included the following:

1) To clarify roles and responsibilities in CCB

2) To clarify the scope of CCB (e.g., system versus model/schema)

3) To understand Janus stakeholders, mission, status, scope (in and out) and communicate these to stakeholders

4) To address issues with loading SDTM data (e.g., extensive use of comment fields) and clarity of semantics

5) To clarify the process and deal with  the change outstanding change requests

6) To clarify the relationship of Janus to other activities/organizations (e.g., BRIDG, RegDEX, CRIX, CDISC, HL7, etc.)

· Selected Discussion Points
· “Janus” often refers to many different things:

· FDA Janus project

· Janus schema

· Industry implementations

· NCI implementation

· IS FDA THE PRIMARY CUSTOMER/OWNER?

· we are a group of equals but FDA has a “veto” / regulatory issues become a top priority but also consider those items which may have an influence on the core
· Should the CCB limit itself to the common core component that we all share?

· Want to see industry engaged

· It is in industry interest to have a common outer core

· NCI may have similar needs

Status Update:  

· History

1) The group collectively reviewed a brief history of Janus

2) Key Points:

a. Janus has not yet been used for production review of sponsor data

b. The GForge site has the deliverables from both Phase 1 and Phase 2

c. Janus is completing Phase 2 which established the operational architecture for pilot testing

d. NCI also has an implementation of Janus on which they have done some limited testing and assessment

e. It is believed that there may be several sponsor instances of Janus within industry

f. JH shared that Merck has loaded an initial set of trials in their implementation

g. Discussion:

i. There were discussions regarding the interaction between Janus and SDTM and potential concerns regarding flexibility within SDTM which could lead to different expectations across different implementations and subsequent issues when loading SDTM from different sources into various Janus instances.

ii. It was noted that Janus may suffer from the mapping of too many separate input text fields into its comment table

· Janus Design

1) CA provided a large printout of the model for discussion at the meeting

2) JR noted that the .JPG version of the model is not designed to show all attributes from the EA (Enterprise Archtiect) version of the model.  The EA model can be downloaded from GForge

3) Action: DD was tasked to consider setting up a webinar tutorial of the Janus model for the CCB members

· Janus Project Status

1) BW indicated that the Janus project is nearing the end of Phase 2

Phase 2 provides a core architecture for the future and enables automated transfer of data sets from the EDR to a Janus staging area for validation and loading.

2) Phase 3 is now being planned

· Role of HL7 message

1) It was noted that there is an on-going effort to progress the SDTM content toward HL7 messages and that this may impact the schema

2) Clarification was made and agreed by the group that both historical and on-going work should “inform” the Janus model but not drive it and that similarly the Janus model should inform other efforts.  The related efforts include: SDTM, SEND and HL7.

· Janus and BRIDG

1) It was proposed that the BRIDG be a common source for mapping to Janus. The group discussed this and approved the concept.  It was pointed out during discussions and later during review of change requests that a BRIDG-level mapping may not provide adequate details in some cases.  Additionally, discussion points included:

a. BRIDG has not yet been validated to adequately support actual data migration

b. Many caBIG components are in BRIDG

c. BRIDG is not an implementation model and is missing business rules and implementation details

d. A mapping document exists

2) Action: JE will schedule a BRIDG tutorial

3) Regarding existing Janus mappings, it was agreed that the CCB should continue to make the existing mapping documents available but not that they are no longer being maintained. 

CCB Charter

· Wayne reviewed the charter with the group and made revisions accordingly

· 2007 Goals were removed from the Charter and transferred to these minutes:

· Agree on CCB membership, scope and charter

· Establish CCB website with request management system

· Prioritize list of initial requests based on proposals received through Sept. 2007.
· Actions:

· Group is to review the revised charter for approval at the next meeting

· The latest version of the EA model is to be placed onto the GForge (JR)

· Recommendation was made for the model to be available from a single location only (GForge) and therefore the FDA Data Council would be approached to remove the JANUS model from its website and provide a link to the GForge site. (JL)

· Membership Discussion:

· WF indicated that he is pursuing an industry alternate from within the PhRMA BDMTG (Biostatistics and Data Management Task Group) to be discussed at the next meeting

· WK proposed Sally Cassells as a alternate – this was voted upon and approved

· Chair and Chair Alternate

· WK was nominated as Chair and approved by the group

· CA was nominated as Chair Alternate and approved by the group

· Alternate to JH proposed and accepted as Dan Wolf

· A potential to revisit membership was noted if another industry implementer could participate
Prioritization of guidelines and principles

· Categories (see updated slides)
· Principles (see updated slides)
· Best practices > provide facility for users to post directly to GForge
· FDA impact should be clearly prioritized
· Priority Order: FDA > NCI & Industry adopters > CDISC.

Identification and review of high priority change requests. 

· A subset of outstanding change requests were discussed and processed via the Tracker within the CCB Web Page (see the web page for status).

· Selected Discussion Points

1) TDM (Trial Design Model) is important to the FDA.  The group decided that an analysis needed to be done to determine which aspects of TDM are stable enough for use today.

ACTION: JH was given the action to follow-up within CDISC

2) RELREC & Dependencies: Documentation is needed to help map RELREC to dependencies in Janus.  Discussion ensued regarding the responsibility for this and whether it was too detailed for the Janus CCB which is expected to operate at the conceptual level.  The group approved an option to Document the dependencies table and how it should be used within the model including examples of how it is used with SDTM.
Conclusions and next steps. 

· CCB is still in the process of building a team/process

· Initially more frequent and longer meetings may be required

· JR will be the EA modeler

· CCB is not necessarily the group who does the work – they review and approve the work products.

· Next meeting planned for 11/30 – will be scheduled for 2 hours.
· Agenda should include setting target for next Janus model release, approving charter, discussing Janus design principles, and continuing prioritization.

Minutes of Janus CCB Meeting, Friday, Nov. 30, 2007
Attending):  Wayne, Bobbie, Jason, Jay, Bill, Christo Joyce, Julie, Doug, Olivia, Sally.

Regrets:  Frank

MIA:  John, Norman, Weida

Agenda:

 

1. Comments and approval of minutes of last meeting. 

Minutes of 10/25 approved with 2 minor corrections. Revised copy attached.

2. General Status and Action item updates (please review pending actions listed from attached minutes)

Doug’s intro Webinar is tentatively planned for Friday, Jan. 4, after the next Janus CCB meeting.  

ACTION: Doug will send out a list of agenda topics in advance.

Julie will schedule a BRIDG tutorial after that.

Diane Wold is working on increasing the rate of progress on the Trial Design Model – a new proposal is circulating for comment.

Jason has (or almost has) posted the current model on the GForge site.

Jay is still aware of the need to advise the data council to set up a link to the GForge site.

3. Status of NCI/FDA Janus projects.

The FDA Phase 2 project is moving along neat completion, working through user acceptance testing.  Plans for Phase 3 are just beginning.

4. Critical CCB Decision: Janus or JANUS? 

Current documents are split 50/50 between the 2 spellings.  After a lively debate, it was unanimously agreed to use “Janus” as the official spelling consistently for all CCB documents, since the term refers to the Roman god, rather than to an acronym.   

5. Final discussion and approval of Charter (have we clearly defined our focus as logical vs. physical)?

The CCB continued to discuss whether their focus was purely on the logical model or the physical; while the current Charter defines the scope as logical model, it was noted that discussions inevitably drift into matters physical.  Many of the physical issues are often performance based, and Joyce noted that the currently posted model also extends beyond what’s purely a logical model (which normally consists only of entities, relationships and definitions).  We agreed we should define a Janus core set that the CCB would oversee, and this would continue to cover field names, lengths, datatypes and other physical issues.  We’ll continue this discussion at next meeting.  Once the core set is defined, it will be added to the Charter.

In the meantime, we agreed to post the current charter, which was approved unanimously.

ACTION:  Joyce will draft a proposed description of the core set for discussion at next meeting.

6. Defining Janus Design Principles to Guide CCB Decisions (e.g., “no redundancy”, only one place for each unique data element, use of abstract primary keys)

Wayne shared some of Norman’s suggestions for defining principles to guide CCB decisions.  Jason noted that these seemed to be consistent with database normalization rules and that we should review these first.  We agreed to table until next meeting.

ACTION:  Jason to send out a link for CCB members to review the normalization rules.

7. Target Date for Next Janus Release.

We discussed whether we should set a target date for updating the current Janus model documentation.  Though we intend to publish an update in 2008, it’s difficult to set a date until after we’ve completed assessing the outstanding list of change requests. It was also noted that FDA/NCI plans for Phase 3 of the Janus project might influence the choice of date, and planning for that phase is in the early stages.  So we agreed to revisit the date question after completing evaluation of existing requests.  We’ll then define a regular future release schedule after completing the first update.

8. Continue review of priority change requests that need to be addressed with urgency.  (We’ll continue to work thru the old list, also attached).

Doug has finished entering all of the IBM pending requests into Tracker. The Merck requests have not yet been entered however.  We agreed to conduct future review directly from the Tracker tool.  We’ll abandon use of the CCB change request list document as of next meeting. Since many of the attendees agreed we had many end of year and end of month priorities (such as completing projects contending for our time such as Janus Phase 2, changing tires and directing a plumber) we agreed to adjourn after 1 hour and begin our review in Jan. 2008.

ACTION:  Joyce to enter remaining Merck requests into Tracker by next meeting.

9. Plans for next meeting date and topics.  

Since our next meeting will be during the holiday break for many, we agreed to reschedule for Friday, Jan. 4 at 1pm ET.  We’ll hold a one hour meeting for usual CCB business followed by a 1 hour Janus introductory webinar led by Doug.  NCI will host the webinar.
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