Last Update:  5/22/2009

Janus CCB Cumulative Meeting Minutes:  Jan. – May 2009
Agenda:
 

1. Review and approval of minutes of Nov F2F meeting 

2. General status updates since last meeting (FDA Pilot, SEND, Operating Principles)

3.  Membership update – PhRMA and Janus Network Industry representative

4.  Final review and approval of updated Janus Charter 

5.  Janus Pilot and support for SDTM IG 3.1.2

6.  Updated BRIDG mapping document 

7.  Review/discussion of Janus Requirements

8.  Other open issues:  Target date for updated release of logical model; updates to Janus vision document, DIA meeting.

9.  Review plans for release of updated Janus model and next meeting.

Minutes

            
1. Review and approval of minutes of Nov F2F meeting 

No comments on F2F minute content.  Discussion of actions from F2F minutes:

Jay is advised to review the ISO Clinical Data Warehouse document; may be relevant to Janus 2, though not Janus 1. 

Adding Domain - Julie has discussed adding several items on trial design with Diane's team.  Work is in progress.

Action:  Julie will update Tracker item 9675 (originally created by Norman) with actions Trial Design and Epoch

Action:  Wayne/Bill/Joyce to ask Janus network members to review/update 

Janus DDL needs to be updated to reflect current field lengths.  The current Janus has increased some lengths to load data, and there is a new DDL script in the implemented version.  Action: Doug will identify changes in the current DDL from gForge version; Jason will update the EA model to include these lengths, and Jason will generate a new DDL afterwards which we'll post when we post an updated model. 

Qualifiers could only be linked through evaluators via findings, which isn’t the case in SDTM.  Action:  Doug to research how qualifiers get linked to interventions and events

Also (missed during meeting) Bobbie was going to try to get a copy of an updated Janus vision document.

Minutes approved unanimously, subject to NCI agreement and some minor corrections to be provided by Wayne.  Updated version attached.

2. General status updates since last meeting (FDA Pilot, SEND, Operating Principles)

FDA Pilot:  Two of three Sanofi studies loaded so far. On loading one of the larger Sanofi studies, the Oracle App Server fails.  Doug to research this so Bobbie can begin loading other active studies.  Still not being used by FDA reviewers.  Hope for increased use with (unscheduled) Phase 3 pilot that may get increased CDER support.

SEND - no new progress; the IG is delayed until end of Feb.

CCB should keep focused on identifying operating principles.

3.  Membership update – new PhRMA, industry and Janus Network representatives/alternates

Lynn has nominated Regi Nye of Pfizer; seconded by Bill.  Passed unanimously.

Joyce has nominated John Troxell as her alternate for Merck/Industry. Seconded by Julie.  Passed unanimously.

Action: Since NCI not present; Wayne will follow up to secure their agreement.  

4.  Final review and approval of updated Janus Charter 

Passed unanimously (after corrections to membership), subject to NCI approval.  Updated version attached.

Action: Wayne will post on gForge (along with cumulative minutes) after securing NCI agreement.  

5. Janus Pilot and support for SDTM IG 3.1.2

Previously, Janus CCB limited scope to SDTMIG 3.1.1; 3.1.2 is now ready to be posted – is this a problem for the Janus CCB?  Should Janus support 3.1.2 and, if so, what would that involve? 

This is primarily an FDA policy decision:  Sue Bell is the overall FDA program manager for Janus.  

There are 2 issues:  impact on the model and mapping.  It would be wise to assess the impact, though this could be deferred, since 3.1.2 consists mostly of new domains (which could load if treated as custom) and new variables (which could be handled as supplemental qualifiers).  The FDA policy decision, however, is not really within the CCB scope.

Of course, Janus is already out of sync – it will support SEND pilot (for not yet published IG) and pharmacogenomics pilot as well.  So 3.1.2 support could be addressed via mapping without modifying the logical model.  This is not a CCB issue until the FDA Data Council makes a policy decision about support for 3.1.2, but CCB should consider assigning someone to begin gap analysis of alternatives.

6. Updated BRIDG mapping document 

A new document was attached to agenda.  Janus is not currently in the plan for BRIDG harmonization, and may not be necessary to add it, since it’s an implementation, not a standard.  Some but not all SEND concepts are in BRIDG, but they are likely to be handled over time.  SDTM mapping should handle other elements.   However, the CCB agrees it’s important to maintain the spreadsheet as a cross-check and will continue to support it.

7.  Review/discussion of Janus Requirements

Wayne had included the requirements posted on the Janus website for CCB review and discussion.  According to Bobbie, there are no other real Janus requirements available other than the use cases – other than for validation.  The use cases are old and would need to be revisited.  Nevertheless, they do supply useful background, and CCB members should review. 

8.  Other open issues:  Target date for updated release of logical model; updates to Janus vision document, DIA meeting.  Not discussed.

9.  Next meeting:  Review open issues, tracker action items, and plans for release of updated Janus model.
Minutes of Janus CCB Meeting - FRIDAY,Mar. 27 

Attending: Bill, Wayne, Sally, Dan, Ted, Lilliam, Ed, Joyce, Julie, Bobbie, John T., Christo.

Agenda:
 

1. Review and approval of minutes of Jan meeting (see below)

2. Membership update – Welcome new members 

3. General status updates and action item review (FDA Pilot, SEND, BRIDG, Janus User Network)

4.  Review Doug’s report on Janus field comparisons (Alas, I believe Doug is overseas and unavailable) and Evaluators

5. Review new/updated/open Tracker items

6.  Next steps: plans for release of updated Janus logical model

7.  Review/discussion of Janus Requirements – is a new document necessary?

8.  Other open issues:  updates to Janus vision document, other web site content, DIA meeting

9.  Any Other Business and Review plans for next meeting.

Minutes

1. Review and approval of minutes of Jan meeting 

Minutes approved.  Still waiting for updates from Genzyme on open tracker items; Wayne promises to post updated minutes in April.

2. Membership update – Welcome new members:  

John Troxell (Merck Alternate), Dan Godoy (Janus User Network)

3. General status updates and action item review (FDA Pilot, SEND, BRIDG, Janus User Network)

Bobbie:  FDA/NCI scope of work for pilot phase 3 nearing completion.  CDER is preparing a scope of work and encouraging reviewers to participate.  Timeline has not yet been sent.  FDA has also recognized that current validation rules may be too stringent for legacy data and are considering relaxing these.  CDISC pilot data has not yet been loaded, but is progressing.

Bobbie nominated Sue Bell to join as Janus CCB lead member; Bobbie would become alternate (and continue to participate).  Ed seconded.  Motion carried unanimously.  ACTION:  Wayne to invite Sue to join.

Ted:  NCTR pilot moving forward. SEND IG has been published and is being used by 7 sponsors for the SEND pilot.  ToxVision is being updated for end of April.  Hope is to receive sample sponsor data in June.

Janus User Network is getting ramped up on their gForge site.

Lilliam:  FDA has been surveying all Centers to determine needs for SEND data; later will inquite about Clinical data as well.  They haven’t formally begun a requirements document yet.

4.  Review Doug’s report on Janus field comparisons (Alas, I believe Doug is overseas and unavailable) and Evaluators

Doug’s report seemed good to attendees, since field lengths were broader than current DDL.  But sponsors should know there’s more room to work with..  ACTION: Doug to provide updated DDL consistent with current Janus field lengths.

5. Review new/updated/open Tracker items

We reviewed open items. Still need input from Genzyme items.  Need input from Jason on Common Product Model and its relationship to the LOT issue.  We assigned action 19065 to Doug and Jason to to add AETERM to the model.

Unclear whether progress has been made implementing other items, because neither Jason nor Doug were in attendance.  Assigned #17852 to Jason.
6.  Next steps: plans for release of updated Janus logical model

Bobbie proposed this item be deferred until Sue Bell and Jay could be present.  ACTION:  Wayne will check on their availability for next meeting.

7.  Review/discussion of Janus Requirements – is a new document necessary?

Updated requirements may eventually come from CDER; Ted will check whether some will be coming from NCTR pilot.  No plans yet for formal requirements to be released, however.

8.  Other open issues:  updates to Janus vision document, other web site content, DIA meeting

ACTION:  Bobbie to check with Armando and Sue whether updated Janus presentation can be posted to CCB site.

ACTION:  Julie to see whether Armando’s presentation from CDISC interchange can be posted on CCB website.

9.  Any Other Business and Review plans for next meeting.

No other business proposed.  Next meeting will be focused on prioritization of actions and setting timeline for addressing current assigned issues and posting updated schema
Minutes of May 1 Janus CCB Meeting  
Attending:  Bobbie, Jason, Jay, Joyce, Julie, Doug, Bill, Ed, Ted, Sally, Frank, Dan, Reggie.

Regrets:  Norman, Lilliam.

Agenda:
 
1. Review and approval of minutes of March meeting 

Jason was informed of additional action 17852; Minutes acknowledged and tacitly approved.

2. Membership update – Welcome new members Sue Bell and Reggie Nye

    Vote on nomination of Jie Zhang as new NCTR alternate replacing Weida (Ted will become NCTR primary)

Reggie was introduced and in attendance; Sue was introduced but unavailable due to illness.  Motion made for Ted to replace Weida as NCTR rep and Jie to replace Ted as alternate: passed unanimously.

3. General status updates and action item review (FDA Pilot, SEND, BRIDG, Janus User Network)

Wayne has procrastinated again and still has to update website with fresh content.

Julie has posted 2 new FDA presentations on the CCB gForge website for CCB review. 

ACTION:  CCB ALL – please review FDA presentations on website for next meeting.

ACTION:  Jason will examine 17852//9709 (by comparing to HL7 Common Product model), 9714, 9707 for implementation in EA schema

FDA Clinical Data Pilot:  NCI has scope of work; Ed is checking on status of contract.  Some work still being done under gap funding including some CBER tests.  Recent access problems for Lincoln staff, and problems with loading i-Review.  CDISC Pilot pediatrics data has still not been loaded due to define.xml issues.

ACTION:  Bobbie to contact Chris Decker to get a fresh, current copy of the entire pediatric package.

SEND:  New IG will be posted on CDISC website shortly.  Expect first data to arrive in the next month.

No news from BRIDG or User Network.

4.  Review updated DDL and Doug’s comments on request 19065:

I was unclear what is needed here. First of all AETERM does get loaded to Janus, in the EVENTS.Event_Code column (length varchar(200)), In looking at the SDTM 3.1.1 IG, I do not see another Variable that would represent "Adverse Event Term" in any other way other than AETERM. Of course, there is AEMODIFY and AEDECOD, and yes these variables are stored in COMMENTS and QUALIFERS. But I am not sure that these were the columns in question.

Therefore, what variable were you and the team planning to load into a new EVENTS table column here?

We discussed that AETERM refers to verbatim description of AE, not the coded term (which is AEDECOD), and that both verbatim and coded value should be part of the parent events record.

ACTION:  Doug/Jason to examine 19065 for changes that will accommodate both AETERM (verbatim) and AEDECOD (coded term) in base events model

Jason:  Is DDL consistent with EA model?  Not exactly; EA model should expand fields per current DDL.  

ACTION: Doug to forward spreadsheet to Jason (also attached to March 2009 meeting agenda).

5. Review new/updated/open Tracker items

Nothing to review – Dan has asked for clarification from Genzyme on their topics which we will discuss further next meeting.

6.  Prioritization of actions and setting timeline for addressing current assigned issues and posting updated schema.

Deferred – we need both Sue and Jay to discuss this.

7, Opportunity to host DIA webinar on Janus project

Deferred until we have Sue present and address item 6.  Frank noted that DIA is interested in hosting such a session to explain the whole picture about Janus to the industry, but we should do it later once we have a clearer understanding of plans moving forward and have made more progress on FDA/NCI Clinical and NCTR SEND pilots.

8.  Other open issues:  Janus requirements document, updates to Janus vision document, other web site content, 

We’ll re-examine Janus vision after reviewing the Janus presentations posted on the gForge site and discussing prioritization and timelines.

9. Any Other Business and Review plans for next meeting. 
Since Doug would miss both May and June meetings, we’re going to try to reschedule the end of May meeting for Friday, May 22.  Wayne will send out an updated invitation.

Minutes of May 22 Janus CCB Meeting
Attending:  Jay, Joyce, Julie, Doug, Bill, Ed, Ted, Sue, Sally, Norman, Lilliam, Dan, Reggie

Regrets:  Bobbie, Frank

Agenda:
 
1. Review of action items and approval of minutes of May 1 meeting (see minutes below).

2. Membership update – Welcome new members Sue Bell and Jie Zhang (hopefully)

3. General status updates and action item review (FDA Pilot, SEND, BRIDG, Janus User Network)

4. Review new/updated/open Tracker items (review information on Genzyme requests from Jeff Conant):

Issue #14550

Add history and admin metadata to capture source and user (loader) data 

This is the slide information that generated the issue.

· Audit trail data/metadata

· Add versioning or loading date/time stamp data/metadata to capture history of loading records into the warehouse

· Add history/administrative metadata to capture source and user (loader) level information

· Add a Regulatory index variable can tie together various submission source information (NDA/Safety Update/SAE...)

· Add data/metadata for population flags or states of subjects (screen/protocol violators/lost to follow-up....)

Issue #14552

Provide support for multiple versions of terminology

This is the slide information that generated the issue.

· Business or Operational Extensions

· Method and syntax for edit/validation rules to help with loading of data into the warehouse

· Generic mechanism for data loading and mapping

· Defined approach/architecture to deal with change management

· Multiple versions of standards

· Multiple terminologies, multiple versions of terminologies

· Multiple versions of study data

· Add a mechanism for authorization of blinding/unblinding of data depending on user and state

5   Review of FDA presentations on website – REMEMBER TO REVIEW PRIOR TO MEETING 

     http://gforge.nci.nih.gov/docman/index.php?group_id=142&selected_doc_group_id=880&language_id=1 

6.  Prioritization of actions and setting timeline for addressing current assigned issues and posting updated schema.

7.  Other open issues:  updates to Janus vision document, other web site content, DIA webinar or meeting

8.  Any Other Business and Review plans for next meeting.

            
1. Review of action items and approval of minutes of May 1 meeting (see minutes below).
Minutes accepted. Action item updates:

Wayne has loaded full 2008 minutes on the web site and will load first half 2009 minutes after this meeting.

Jason was not present, so we had no update on his action items for implementation and review (common product model).

We reviewed the AETERM issue and confirmed the change had been approved by the CCB.  ACTION:  Jason to add Verbatim Term to base Janus model; Doug to change mapping so AEDECOD goes to Coded_term.  
ACTION:  Doug will prepare a spreadsheet showing relevant Janus mappings.
2. Membership update – Welcome new members Sue Bell and Jie Zhang (hopefully)
Sue was in attendance: Jie was not present.  

3. General status updates and action item review (FDA Pilot, SEND, BRIDG, Janus User Network)
FDA NCI Interagency agreement and funding still in progress, not resolved.

Basic WebSDM maintenance and technical support is ongoing. Have loaded 3 CBER studies in QA area, but these have too many errors to be loaded into Janus. The 3 Sanofi studies are ready to be loaded.  The fresh, complete copy of  the Pediatrics pilot data has not yet showed up.  

Nothing new to report with SEND – still waiting for pilot data.  Nothing new that is Janus-related in BRIDG.
4. Review new/updated/open Tracker items (review information on Genzyme requests from Jeff Conant):
Item 14550 – (Load History) This was approved for implementation and assigned to Doug, who will work with Jason.  It was agreed that Reviewers also needed to know the “as of” date for loaded data.  Should also address loading define.xml (or making it accessible from Janus) for additional metadata.
Item 14552 – (Application/Product Concept) – this was changed to deferred.  Agreed it is important and critical, but will require linking to SPL, COMIS, etc. so it will be addressed in Janus 2.
Item 14553 – Terminology versioning – Doug believes this could be addressed using existing Janus codelist capabilities without changing the schema.  This was assigned to Doug to review and report back.
5   Review of FDA presentations on website – REMEMBER TO REVIEW PRIOR TO MEETING 

     It was clear that at least one attendee had reviewed the presentations in advance (namely, this author).  However, others had seen these or similar presentations in the past.  Jay noted there was a branding issue – the term Janus is used to refer both to the pilot data warehouse and the long-term informatics program to manage all FDA information.  In the near term, SDTM data will be loaded into Janus 1.  In the longer term, Janus 1 will evolve into a data mart as FDA moves toward HL7.  However, the current slides are not making clear that Janus 1 plays a long-term role, and that it’s worth continued investment in SDTM and Janus 1.  
Sue noted that FDA is still working on funding, staff, project requests and strategy, and that the presentations describe the future vision where FDA would be abel to look back and across at the full range of information sources to make informed decisions.  Jay:  We need to make it clear that FDA still wants the current system to go into production to support current SDTM submissions.
ACTION:  Jay to identify additional slides and update current slides to communicate the short-term/long-term story better.
6.  Prioritization of actions and setting timeline for addressing current assigned issues, improving communications to industry and posting updated schema.
Not discussed – will be focus of next meeting.

7.  Other open issues:  updates to Janus vision document, other web site content, DIA webinar or meeting
Not discussed.

8.  Any Other Business and Review plans for next meeting.
No other business.  We will reschedule end of June/July meetings for mid-July.  May consider holding a F2F in Autumn, perhaps during CDISC Interchange.
            
End of minutes through May 2009.
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