Last Update:  5/22/2009

Janus CCB Cumulative Meeting Minutes:  2008
Minutes of Janus CCB Meeting, Friday, Jan. 4

Attending):  Wayne, Bobbie, Frank, Weida, Jay, Bill, Julie, John

Regrets:  Norman, Doug, Olivia

MIA:  Christo, Jason, Joyce, Sally

 

Agenda:

1. Comments and approval of minutes of last meeting.   

No comments; minutes approved.

2. Membership: Nomination of PhRMA alternate:  Lynn Darbie (P&G)

Bill is a member of PhRMA ERS group; Lynn is a member of the PhRMA Biostatistics group with prior CDISC knowledge and will serve as Bill’s alternate.

Lynn was accepted unanimously.

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

Doug has prepared his presentation (which had to be cancelled for today’s meeting), but has not sent out agenda items inadvance.

ACTION:  Doug to send agenda to CCB prior to Jan. 25 meeting.

Joyce has not yet submitted a proposed description of the Janus core set scope for discussion; hopefully by next meeting.

Jason has completed his action items from prior meetings; normalization rules were distributed.

Joyce has completed entering Merck requests in Tracker, but these could not be discussed since she was not able to attend.

4. Status of NCI/FDA Janus projects.

Bobbie:  Bobbie is following up on loading de-identified pediatric data (from the CDISC pilot) into Janus to allow a demo for NCI.  Sanofi is also working on modifying data previously submitted so it can be loaded into Janus.  These will be gap funded by NCI; funding and plans for Phase 3 are not yet realized.  FDA hasn’t yet conducted much review of Janus due to vacations, although George Rochester and Chuck Cooper have been continuing to review the validation specs.  NCI has not yet been using Janus.  Not much going on with NCTR yet, although discussions are ongoing.  Some initial efforts have begun to match SEND v. 2.3 to Janus.  They should be ready soon to accept data for non-clinical submissions into Janus.  Actual data has not yet been identified, so a sample of mock data will likely be the initial step.  Ed Helton is supporting this for CDISC, and Fred Wood reports that v. 2.3 is much more closely aligned with SDTM.

5.  Defining Janus “Core Set” subject to CCB overview (see minutes of last meeting item 5).  Deferred, since Joyce had not submitted the draft set for discussion.

6. Janus CCB guiding principles:  Normalization (see Jason’s statement appended to minutes).  Use of abstract primary keys)

Jay proposes that the database model in general should be in third normal form.  We’ll continue discussion at the next call.  

ACTION:  Jay to contact Norman to for other comments on guiding principles.

Bill:  are there other resources available?  

ACTION:  Bobbie will research this to provide other guiding principles to be used by the CCB in evaluating logical model change requests. 

7. Continue review of priority change requests that need to be addressed with urgency.  

Since neither IBM or Merck were available to lead the discussion of their requests, this topic had to be deferred.  CCB members are reminded to log in before examining the Tracker database in the Janus CCB sub-project.  

8. Plans for next meeting date and topics.  

Next meeting is planned for Jan. 25 from 1-3pm EDT.

We’ll continue discussion of items 5, 6 and 7 above along with the rescheduled Janus intro webinar.  

9. Janus introductory webinar (Doug)

Postponed due to Doug’s unavailability.

Minutes of Jan. 25 CCB Meeting:

Attending:  Bobbie, Weida, Christo, Jason, Sally, Joyce, Frank, Doug, Julie, Bill, Lynn, Jay.  John and Norman, though not formally announced, were noticed later on the Webcast, making this a new record turnout.

Agenda:

1. Comments and approval of minutes of last meeting. 

Minutes approved.  Several people had difficulties connecting to the webinar, and Joyce was never able to connect.  We may try the Sanofi-Aventis service next time.  ACTION:  Bill to send directions to Joyce to test connectivity in advance of next meeting.  If that works, we’ll try Bill’s service next time.  If not, we’ll make do without Joyce.

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

Jay still needs to talk to Norman.  Doug & Bobbie completed their actions.

Janus Validation specs are now posted at: http://www.fda.gov/oc/datacouncil/janus_operational_pilot.html 

FDA is planning to load de-identified pediatrics data into Janus to support NCI demos and FDA hands-on trial testing.  Gap funding for ongoing pilot work is still pending.  Also need lab data to be processed by SAS.  

3. Defining Janus “Core Set” subject to CCB overview (see minutes of last meeting item 5).

We had a lively discussion about Joyce’s document, which was presented as a framework to better define the scope of CCB overview for Janus.  We need to consider more than a pure logical model, so an installed clone of Janus would be consistent with the core FDA Janus functionality.  Specifically, 4, 5 and 6 are added to what would normally be considered a logical model.  Certain physical elements could be implementation specific.  

Base Janus is the common data core that should be viewed identically by FDA and industry.

Regulatory Janus includes Part 11 compliance:  audit trail, version control and history.

Custom Janus refers to enhancements that would fulfill specific organizational requirements for individual implementations (including individual sponsors and even FDA or NCI when addressing their own unique needs).  We suggested renaming “Regulatory Janus” to “Regulatory-Compliant Janus” and realized that Base Janus needs to be the first area tackled by the CCB during our change request review and prioritization activities.  ACTION:  All members are asked to review Joyce’s document in detail and send comments to Joyce and Wayne by Feb. 22.
4. Janus CCB guiding principles:  Normalization, use of abstract primary keys)

The normalization rules and other guiding principals should be incorporated into Joyce’s document.  Bobbie has not found anything else of relevance to include as of this time.

5. Continue review of priority change requests that need to be addressed with urgency.  (We’ll conduct this directly thru Tracker). We considered the first 3 Merck requests, which seemed relevant to the regulatory-compliant Janus.  It was clear that all CCB members needed to refresh their memories off the previously discussed process and the definitions for severity, etc.  We agreed to triage all requests and then to return to the list to prioritize and assign.  We defined Regulatory-related issues (and versioning) as Medium/Deferred for now, since these did not preclude initial use of Janus and we wanted to get a working pilot Janus in operation at FDA as soon as possible.  Bobbie noted that many of these issues would require discussion among a larger group of business users before a decision could be reached by the CCB.  ACTION:  All members to review change process prior to next meeting, when we continue review and prioritization in Tracker.  

6. Plans for next meeting date and topics.  

Next Meeting Feb. 29 (Leap Year Day)

Topics:

Change Process

Continue discussion of Scope Framework Definition and CCB comments.

Continue reviewing existing Change Requests. 

Defer BRIDG overview to a different, future meeting.

7. Janus introductory webinar (Doug)


Thanks to Doug for hosting.  A set of updated slides with minor corrections discussed in the meeting are attached.  ACTION:  All members to review the remaining slides prior to next call.

Minutes of Feb. 29 CCB Meeting:

Attending: Bobbie, Weida, Christo, Jason, Sally, Julie, Bill, Lynn, Jay.  

Regrets:  Doug, Joyce, Norman, Frank.

Agenda:

1. Comments and approval of minutes of last meeting. 

Bill noted that he had successfully tested connectivity with Joyce using today’s web meeting service.            

No other comments on minutes; minutes approved without dissent.  

            

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

Action:  Wayne will work with Jay on getting Norman’s feedback on guiding principles for Janus design (other than normalization principles).

Wayne noted that he had not received any comments on Joyce’s Core Set Concepts and Vision document (attached to the agenda message for this meeting), which had been requested by Feb. 22.  All members were again asked to review and comment by March 21.  

Likewise, Wayne was not aware of any comments on the Janus slides included in Doug’s presentation last meeting (many of which were not covered during the meeting).  Members are reminded to review these and send in any remaining comments:

 https://gforge.nci.nih.gov/docman/view.php/142/10289/Janus_Data_Model_overview_20080125.ppt :

3. Membership Review (Bill)

            Bill had questioned whether we should add another member as Joyce’s alternate; however, Dan Wolf has already been designated in that role.  The CCB agreed to hold the current membership for awhile longer before considering inviting new members (as was previously agreed at the October F2F meeting).  

4. Defining Janus “Core Set” subject to CCB overview 

            This topic was deferred (due to Joyce’s absence) until next meeting.

5. CCB Change Control process Refresher and discussion

            Wayne had asked members to review this document (attached to agenda) prior to the meeting, but most attendees were too excited to talk.  It is interesting to revisit this document (written last August) in the light of our recent activities, and a lively discussion ensued.

· It was noted that many of the roles in section 2.2 were not assigned yet, and that the process should be reordered so that it was clear that not all requests would need to be assigned for further analysis. 

·  The severities seemed more suited toward bugs rather than new features, and we suggested a separate attribute such as IMPACT should be considered to address the importance of addressing new feature requests that might be critical for use of Janus.   
· Some were concerned that bugs only reply to a physical installation, rather than a logical model.  However, there are certain areas of the core model that likely need revision (such as the difficulty of finding the age and sex of subjects, the reliance on comments to store text data, and the inability to support certain variables needed by SEND) that have to be addressed at the logical level.   
· Weida noted that the SEND-to-Janus mapping project proceeds as expected in terms of collaboration and specification of the project. However, we found out that the mapping results are not desirable since most of 7 domains are mapped to the comment field in Janus. This is essentially not useful, indicating significant work needs to be carried out to ensure the reasonable mapping between SEND and Janus.
· We agreed that in order to address new features, we should review them in the light of a requirements specification.  Jason noted that one was available, but Bobbie didn’t feel it was comprehensive enough to cover the projected uses of Janus.   
· Lynn asked whether FDA had discussed whether it might be better to have several different models to address different areas scope, rather than one comprehensive one – splitting it might be more efficient, but no such conclusions have been reached. 
· Jay wants to be sure that the model doesn’t prevent adding in new types of information that might logically fit, and it would be difficult to see where to make separation. 
· Even the assumption of limiting the current scope to human clinical drug trials might be problematic, since this means different things to different people. 
· We agreed we needed to examine a set of requirements more thoroughly, and that these requirements would likely need to be created.  In the meantime, we’ll continue to examine change requests organized around the current expressed scope of the existing Janus logical model. 
· This discussion will be continued at next meeting. 
Action:  Wayne to send Bobbie comments and work with her on an update to review and formally approve at next meeting.

Action:  Jason to send link to current posted Janus Requirements Document to CCB members.

6. Continue review of priority change requests that need to be addressed with urgency (Joyce) Note:  Doug will not be attending to discuss IBM requests

            This topic was deferred (due to Doug’s and Joyce’s absence) until next meeting.

7. Julie’s excellent BRIDG introductory webinar (see slides attached to agenda for Feb. 29 meeting)

Action: Julie to send Weida examples of artifacts to be submitted to BRIDG THC for incorporating new content areas (such as SEND) to the model.

Best way to get to the actual BRIDG model is via www.bridgmodel.org 

Action: Julie to inquire why there is a separate BRIDG v1.0 model for CaDSR.

Action:  Julie to report back on status of Janus mapping to the BRIDG at a future meeting.

8. Next meeting: March 28, 1pm EDT

We’ll continue discussion of core set, CCB process and Janus requirements and, time permitting, review a small set of change requests (to practice the process).

Minutes of March 28 CCB Meeting:

Attending: Bill, Dan, Lynn, Sally, Bobbie, Doug, Norman, Jason, Frank, Joyce, Christo.

Note:  I’ve probably not adequately captured sufficient points to describe the discussion on item 5 – comments and amendments encouraged.

 Agenda:
 

1. Comments and approval of minutes of last meeting. 
Some clarification of the mapping of SEND to Janus (variables that currently are mapped to the COMMENTS table should perhaps be mapped to Qualifiers instead). No other comments.  No objections to approval of minutes.

 
2. General Status and Action item updates (please review pending actions listed from below minutes)
Janus implementation project now under the supervision of the FDA BioInformatics Board

Phase 3 project is sponsored by Armando Oliva, but scope has not been finalized. IBM has a contract signed for Gap funding, and working on extending subcontract to Lincoln. Pediatric datasets and Sanofi-Aventis data is available to be loaded in.  

NCI is also considering Phase 3 funding. Christo has heard from Sue Dubman and Greg Tietjen (BMS).  Mary Cauley of Lilly has also expressed interest. Bill will contact these industry interested parties in his role as PhRMA liaison.

 
Several people have asked about the CCB. 

Action: Wayne will circulate some possible days to schedule a meeting.

 
3. gForge update:  Merck model; arrange for other postings, experiences, questions from industry implementers?

            a. Genzyme would like to meet with FDA/NCI Janus team (and/or CCB)to discuss their Janus implementation experiences. Sue Dubman has requested a meeting the 3rd week of May. 
            b. Another individual has inquired about testing scripts and loads in Janus.  (FDA would be interested in more data).
Documents describing previous 2 phases of the FDA/NCI Janus project are located elsewhere on gForge -- there are separate sites for each project phase as well as CCB. Easiest to do a search of "Janus".

Action: Wayne needs to update minutes on CCB site and set up discussion threads to encourage more interaction with industry adopters.

4. CCB Change Control process discussion – please review item 5 of minutes from last meeting below.  The current version of the document seems to be symptomatic of our ongoing confusion about the scope of Janus under the purview of the CCB.  Bobbie raised the following questions:
· If, as we agreed several months ago, the scope of the CCB is to approve only changes to the Janus logical model, should the purpose, scope, and objectives of the CM plan be changed to reflect only the review, impact analysis, and approval of changes to the logical model?  (Discussion seemed to indicate "yes") 

· Is there agreement that, although there is only one version of the Janus logical model, there can be different physical implementations of this model (e.g., Janus at NCI, Janus at Merck) ?  (CCB agreed "yes") 

· To what extent will the CCB assessment/evaluation of a change request to the logical model include an assessment of the impact on a physical implementation of the Janus model (e.g., as in the case of the regulatory instance of Janus)? (Discussion implied we are unclear on this, until we better define scope and decision principals.  Answer may vary depending on what's under consideration.) 
 Wayne proposed that our initial scope be confined to Clinical Trials Data relevant to drug and biologics product.  We could expand scope to SEND, devices, foods, safety, etc. at a future stage.  First we need to get that initial core right.  CCB voiced agreement, but we may want to fine-tune the description of that scope a bit further.

 

5. Continuation:  Defining Janus “Core Set” Concepts and Vision (Joyce …).
 
We continued discussion of scope and concepts, working against Joyce's draft document. We were again struggling with our definition of the logical model under consideration -- it should include entities, attributes, datatypes but not indexes or physical considerations (e.g.,  disk usage, Oracle implementation settings, etc.)  Joyce feels the Janus extended logical model (what the data looks like and means) should include some physical attributes (how the data is represented in a database).

Discussion about whether additionaldescriptive details such as length of strings and date format ensued.  For example, to ensure we have defined a common view of the data to enable interoperability, length is important and that affects the physical.  Date format should be consistent.  Jason believes the transport standard might represent the date format, but no clear consensus was reached on where to draw the line.  Perhaps we describe the minimum first, and re-evaluate whether to expand descriptions later.
 

Bill pointed that once we have design rules, this should become less of an issue.  We also need to add decision criteria and principles to the document once we have clarified the scope.

Action:  Once again, please send comments, edits, suggestions to Joyce.  Joyce asks in particular to focus on the diagram on page 6 which is intending to display the sponsor to FDA data flow.

 

 6. Continue review of priority change requests that need to be addressed with urgency (Doug and Joyce) 
No progress at this meeting.

 
7. Next meeting; 
           We'll continue with concepts and vision and CCB process discussions, and try once again to get back to reviewing change requests in Tracker.  Also will seek to finalize plans for a F2F meeting at NCI in May.  And we'll try to remember to use Bill's teleconference number next time.
 
Minutes of May 2 Janus CCB Meeting:

Attending: Bill, Lynn, Sally, Bobbie, Doug, Jay, Norman, Frank, Julie.

1. Comments and approval of minutes of last meeting. 
Though we were short of a quorum with Christo and John absent, we went out on a limb and approved the past minutes, after a suitable moment of silence with no comments or discussion.

2. General Status and Action item updates 

Wayne good on 1, Wayne bad on the other, kudos to Lynn on the third for sending (and resending, subsequently) feedback on Joyce’s vision document and to Bill for intending to.  Pleas for Bobbie (Action) to update the process document prior to May 15, with shaky support offered by Wayne.

3. Review logistics and Agenda for May 15 meeting.  

May 15 meeting will be held at NCI, 2115 E. Jefferson, Rockville, MD - Room 5001 at 9:30 am.  We reviewed the agenda, and agreed that the status updates would be brief (since there was little to report).  Laptops are allowed, but do not expect internet access (or cellphone for that matter, not that anyone of the polite and esteemed members of this group would ever dream of reading email or using their cellphones during such an important meeting).  We will seek to reach agreement on the Janus core set concepts, vision and scope for the CCB and reaffirm/revise CCB processes in the morning, and triage remaining change requests in the afternoon.  We’ll also try to discuss what happens next with these. It was pointed out that some of the activities of the May 16 meeting could affect these.  Many creaking nods of agreement were detected.

4. Review logistics and Agenda for May 16 meeting

May 16 meeting will be at FDA; Bobbie will arrange for an external IP address and projector to be present so we can log issues into Tracker during the meeting (NCI already has this available).  The meeting was originally intended to allow industry sponsors who had been implementing data warehouses based on the Janus logical model to share their experiences to date and suggest issues to be considered by CCB for possible inclusion in future versions of the model.  Concern was raised that there would be insufficient time for presentations and discussions; Wayne agreed to take the blame for that.  It was noted that when Bill and Wayne contacted those with potential interest, about half were found to be implementing warehouses that had some relationship to CDISC SDTM, but were not based on Janus.  Our initial inclination was to restrict attendance to those with actual Janus experience, and initial votes were in favor of that proposal.  Julie disrupted our logical train of thought with a reasonable alternative to allow the other interested parties to attend and participate in Q&A discussion but not present.  This revised proposal was passed unanimously, since Bobbie has enough chairs.  Action:  Wayne will invite these additional parties but bring plenty of duct tape to ensure they are kept in line.

Acceptances so far from Genzyme, Astra-Zeneca and Novartis.  No response from Pfizer. Interest from Wyeth, BMS, Millennium in the latter category.  

During May 15 CCB meeting, Lynn requested Bobbie to describe how FDA is getting data in and out of Janus, and specifically how they are using and intend to use Janus data.  It was also noted that the CCB should send a specific list of questions to the 4 sponsors (including Joyce, for Merck) who have implemented Janus to address in their presentations.  These include:

1. What is the state of your implementation and use of Janus? 
2. Is Janus working for you?  What experiences have you had to date getting data in and out of Janus?  What have you learned about the strengths and weaknesses of the model? 
3. What changes do you recommend to the logical model? 
4. What additional features and content areas should be supported in the future? 
5. Do you think the Cubs can win the world series within 100 years? 
Action CCB:  Please respond with comments and questions by COB Wednesday, May 7 so a final list can be sent to presenters (though we reserve the right to modify the list in our May 15 meeting.

Minutes of Janus CCB Meeting June 6, 2008

Attending:  Wayne, Doug, Dan, Terry, Bobbie, Jay, Julie, John, Christo, Joyce, Norman, Sally, Frank.

Regrets:  Jason, Bill, Lynn.

Thanks to all for a 100% RSVP response.

Agenda Items:
 

1. Rants, raves, reflections and thoughts regarding last meeting. 

Wayne expressed his satisfaction with the F2F, and reported that there is interest among other Janus adopters in setting up a Janus user group.  Choose one of the following options for the rest of the CCB:

a.  Everyone’s phone was on mute

b.  The meeting was unspeakable 

c.  The meeting left them speechless with wonder and contentment

d.  Too busy doing email.

2. General Status and Action item updates  

Apparently, the contracts to re-enable vendor support have finally been completed.  A call will be set up for next week to re-initiate the FDA pilot.  An attempt to load new submission data from one sponsor was unsuccessful; apparently some clogged plumbing prevented the data from reaching WebSDM.  Plumbers are on the way.

Frank has learned that DIA would be pleased to sponsor a Janus workshop.  Possible meeting dates are in November (in conjunction with eClinical meeting) and March (with Clinical Data Mgmt meeting).  Wayne will draft an abstract. If anyone’s interested in participating on a program committee or a speaker, please let me know. 

3. Continue review of priority change requests that need to be addressed with urgency (Doug and Joyce) 

We discussed item Merck 9688 related to partial date handling at great length.  Later, after discussing item IBM 9702, we be seemed to be converging on a solution involving high low date ranges rather than a date with precision.  As we later learned, the Janus schema needs revision no matter what.  CCB was asked to review in detail the write-up for 9702 (extracted at the bottom of this message) so a decision can be made at next meeting.  We also discussed whether the original ISO8601 text string needs to be stored in Janus.  It was pointed out that the text string is not the same as what would be recorded by an investigator, and could be extracted from the original load datasets if necessary, so the decision to modify Janus to store these was deferred pending further FDA review.


We reviewed and assigned issues 9689, 9711, 9714. ACTION:  Bobbie to look up field names for sponsor and drug/compound in COMIS.

4. Review plans for next meeting.

We’ll review and approve F2F meeting minutes and continue trudging through the list.

Minutes of the June 27 Janus CCB Meeting
Agenda:
 

1. General Status and Action item updates (as of this writing F2F minutes are still pending)

2.  Discussion and decision on partial dates (see minutes below)

3.  Continue review of priority change requests that need to be addressed with urgency (Doug and Joyce) 

4.  Review plans for next meeting.

            
Attending:  Wayne, Doug, Dan, Terry, Bobbie, Jay, Christo, Joyce, Sally, Bill, Lynn, Weida
Agenda Items:
 

1. General Status and Action item updates 
F2F meeting minutes should be ready within a couple of weeks and will be sent out well in advance of next call.  Wayne will send Bill the participant slides (which will be distributed to all with the minutes).

A Janus User’s kickoff telecom meeting is scheduled for July 14.

At the request for other status updates, Bobbie was so overwhelmed with anticipation that she dropped her connection.  Upon re-connecting, the source of her elation was revealed:

Actual study data has now been successfully loaded into Janus.  3 Sanofi studies are now available.  All passed WebSDM validation (Sanofi is to be congratulated for preparing such squeaky-clean data).  The first loaded cleanly, the others loaded but with some minor issues (1 needs MedDRA 11 to be loaded into WebSDM; the other gave off some errors from the visit table, although the data appeared to be correctly presented from the views).  There was also an apparent error referencing duplicate key records in suppquals that are probably a load script bug.  But the FDA team is ecstatic to finally have some real data available. Kudos to the Janus team.

Though the data is accessible via the SDTM materialized views, Janus still can only create views for standard domains; views for custom domains will require a software enhancement.  Define.xml should have the information necessary to create a utility to generate such views for custom domains.  There was also a suggestion that data could be queried directly from the underlying Janus structure in the meantime.  Lynn pointed out that a process seems to be lacking to define standard models for such custom domains; perhaps FDA could request additional missing standard domain models from CDISC SDS based on what they’re seeing in submissions.  This would also make it more likely to eliminate many of the data inconsistencies that have occurred with initial SDTM submissions.  This might be possible once the FDA gets more initial experience with Janus and SDTM.

Jay noted that this may not be less critical in the long run, once FDA defines standard custom domain views based on their internal needs (rather than those of industry).  The current SDTM concept of a domain may be less crucial at some point, though it does currently create a very convenient way to find the data you want to see in Janus (or in a folder of datasets for that matter).  

2.  Discussion and decision on partial dates (see minutes below)

This was a continuation of the discussion at last meeting, and it seemed that great thought had indeed been invested on this topic (at least by Lynn).  After further discussion, the CCB voted to add support in Janus for retaining the actual verbatim ISO8601 date value supplied via SDTM.  This would make it possible to derive either precisions or high/low dates (the 2 alternatives discussed).  Doug reminded us the key problem was that the current implementation did not work – the precision field (currently a date field) would need to be made into an integer.  This was discussed as a reasonable solution, but it was agreed that more research needed to be done first.  In particular, we need to verify whether HL7 has a complex datatype that covers all aspects of a partial date (or if a new complex datatype should be defined for this purpose).  So the decision will be revisited again next meeting.

Action JASON:  Please explore whether a complex datatype exists that may help conclude this discussion.

3.  Continue review of priority change requests that need to be addressed with urgency (Doug and Joyce) 

9692 – the request was related to excessive enforcement of controlled terminology for variables that may contain free-text.  Discussion pointed out that if CDISC described a variable as controlled, it should not contain free-text values.  Controlled could be either a published external codelist or a list maintained by a sponsor (and submitted via define.xml) but it should still be controlled.  There was general agreement on this point; however, Joyce/Dan will check to see if there are any fields in Janus that are not designated by CDISC as controlled terminology but where Janus is expecting CT.  If Janus requires controlled terminology, sponsors have to know (and it has to be represented as such by CDISC).  This will be resolved by next call.

9707 – Janus CCB agreed that an INVESTIGATORS table should be added to allow for many to many site-investigator relationships.  Assigned to Jason to model.

9693 – Janus CCB agreed that a variable of uncertain length should not be restricted to 20 characters in VARCHAR2 by Janus.  If anything, it should be 200 (the max allowed by SAS XPT).  However, it would be useful to define lengths where appropriate.  

9709 – currently Janus expects EXLOT to be provided, but it is often null (more commonly provided for biologics than drugs in SDTM).  Doug proposed 2 solutions – one allowing bypass of EXLOT in favor of DRUGID, and another to drop the LOTS table.  Deferred until we could get Norman’s input (though the former solution was preferred among attendees).   

4.  Review plans for next meeting (July 25):

Approve F2F meeting minutes

Resolve Tracker issues postponed pending further research

Continue to plow through the list of requests (meeting may be extended an extra 30 or 60 minutes).

Minutes of the July 25 Janus CCB Meeting
Agenda:
 

All:  Below are revised minutes (corrections to item 1 only) from the June 27 meeting, incorporating Bobbie’s corrections.  We’ll vote to re-approve these at this Friday’s meeting.


Wayne

Agenda:
 

1. General Status and Action item updates (as of this writing F2F minutes are still pending)

2.  Discussion and decision on partial dates (see minutes below)

3.  Continue review of priority change requests that need to be addressed with urgency (Doug and Joyce) 

4.  Review plans for next meeting.

            
Attending:  Wayne, Doug, Dan, Terry, Bobbie, Jay, Christo, Joyce, Sally, Bill, Lynn, Weida
Agenda Items:
 

1. General Status and Action item updates 
F2F meeting minutes should be ready within a couple of weeks and will be sent out well in advance of next call.  Wayne will send Bill the participant slides (which will be distributed to all with the minutes).

A Janus User’s kickoff telecom meeting is scheduled for July 14.

At the request for other status updates, Bobbie was so overwhelmed with anticipation that she dropped her connection.  Upon re-connecting, the source of her elation was revealed:

Actual study data has now been successfully loaded into Janus.  We have tried to load three studies from Sanofi studies; the first study was loaded successfully into the Janus staging area (even though there was duplicate visit information)—the other two studies were loaded into the QA area where the development team could do further analysis.   All three studies “passed” the WebSDM validation checks—errors that caused loading issues were the result of SDTM compliance issues during the load to the Oracle database.  

The first study loaded cleanly; however further analysis revealed an error with duplicate visits.  The other two studies were loaded into QA successfully with some minor issues (e.g., one needs MedDRA 11 to be loaded into WebSDM).  There also was duplicate SUPPQUAL QNAME information in many of the records.  There also was an issue with custom domain names in these studies—although materialized views for all of the standard domains are available for these studies, views for custom domains will require a software enhancement (the scope of the original pilot did not cover display of custom domains).  The define.xml should have the information necessary to create a utility to generate such views for custom domains. 

There was also a suggestion that data could be queried directly from the underlying Janus structure in the meantime.  Lynn pointed out that a process seems to be lacking to define standard models for such custom domains; perhaps FDA could request additional missing standard domain models from CDISC SDS based on what they’re seeing in submissions.  This would also make it more likely to eliminate many of the data inconsistencies that have occurred with initial SDTM submissions.  This might be possible once the FDA gets more initial experience with Janus and SDTM.

Jay noted that this may not be less critical in the long run, once FDA defines standard custom domain views based on their internal needs (rather than those of industry).  The current SDTM concept of a domain may be less crucial at some point, though it does currently create a very convenient way to find the data you want to see in Janus (or in a folder of datasets for that matter).  

2.  Discussion and decision on partial dates (see minutes below)

This was a continuation of the discussion at last meeting, and it seemed that great thought had indeed been invested on this topic (at least by Lynn).  After further discussion, the CCB voted to add support in Janus for retaining the actual verbatim ISO8601 date value supplied via SDTM.  This would make it possible to derive either precisions or high/low dates (the 2 alternatives discussed).  Doug reminded us the key problem was that the current implementation did not work – the precision field (currently a date field) would need to be made into an integer.  This was discussed as a reasonable solution, but it was agreed that more research needed to be done first.  In particular, we need to verify whether HL7 has a complex datatype that covers all aspects of a partial date (or if a new complex datatype should be defined for this purpose).  So the decision will be revisited again next meeting.

Action JASON:  Please explore whether a complex datatype exists that may help conclude this discussion.

3.  Continue review of priority change requests that need to be addressed with urgency (Doug and Joyce) 

9692 – the request was related to excessive enforcement of controlled terminology for variables that may contain free-text.  Discussion pointed out that if CDISC described a variable as controlled, it should not contain free-text values.  Controlled could be either a published external codelist or a list maintained by a sponsor (and submitted via define.xml) but it should still be controlled.  There was general agreement on this point; however, Joyce/Dan will check to see if there are any fields in Janus that are not designated by CDISC as controlled terminology but where Janus is expecting CT.  If Janus requires controlled terminology, sponsors have to know (and it has to be represented as such by CDISC).  This will be resolved by next call.

9707 – Janus CCB agreed that an INVESTIGATORS table should be added to allow for many to many site-investigator relationships.  Assigned to Jason to model.

9693 – Janus CCB agreed that a variable of uncertain length should not be restricted to 20 characters in VARCHAR2 by Janus.  If anything, it should be 200 (the max allowed by SAS XPT).  However, it would be useful to define lengths where appropriate.  

9709 – currently Janus expects EXLOT to be provided, but it is often null (more commonly provided for biologics than drugs in SDTM).  Doug proposed 2 solutions – one allowing bypass of EXLOT in favor of DRUGID, and another to drop the LOTS table.  Deferred until we could get Norman’s input (though the former solution was preferred among attendees).   

4.  Review plans for next meeting (July 25):

Approve F2F meeting minutes

Resolve Tracker issues postponed pending further research

Continue to plow through the list of requests (meeting may be extended an extra 30 or 60 minutes).

Minutes of Aug. 22 Janus CCB Meeting

Attending, Bill, Wayne, Dan, Sally, Ed, Julie, Lynn, Weida, Joyce, Jason, 

Regrets:  Doug, Bobbie, Norman, Frank, John, Christo, Jay

Agenda:
 

1.  Membership vote on Ed Helton as NCI member of CCB (John becoming alternate); membership discussion of Ted Bearden of FDA and Terry Hardin of IBM.  
Ed Helton approved unanimously as NCI primary rep; John Speakman will assume role of NCI alternate.

Terry Hardin has left IBM, and will presumably no longer serve as alternate.

Weida announced Ted Bearden as a proposed new member.  He has been involved in the SEND pilot and NCTR Janus project, and would be a good choice to cover for Weida when he travels.  Wayne noted that we already had 2 FDA members and 2 alternates, so adding a third alternate was unprecedented, though nobody had objections to adding Ted.

Jason proposed adding NCTR as a primary CCB member, with Weida adding one vote and Ted as alternate.  All present CCB members were agreeable to this proposal; however, a vote was deferred pending involvement of the FDA voting members.  Therefore, unless any CCB member voices an objection to the chair, Ted will be invited by Wayne to the next meeting and his membership and revision to the charter to accommodate NCTR will be voted on as the first agenda item.

2.  Approval of minutes of June 27, July 25 and May F2F meeting.

Correction to minutes of June 27 and July 25 meetings approved. All minutes approved unanimously with no further changes.

3.  General Status and Action item updates since last meeting

- Jason has modeled previously approved solutions and distributed revised EA model to CCB.  ACTION CCB:  Please review prior to next meeting.

- Julie used SDTM to Janus mapping (possibly done by Doug) and EA model on gForge as inputs; there were a number of gaps for concepts not in BRIDG (i.e., superstudy and analysis-related items).  Lots of things that mapped to comments table and to value column of qualifiers.  SDTM to Janus mapping did not include some areas general classes such as Events and possibly interventions.  Mapping is not complete because the inputs were not.  SDTM to Janus Mapping document should be reviewed and made more complete.  Jason:  Janus has an attribute “N” from the EA model (which may be a typo in EA).  ACTION: Wayne will attach the mapping document to the minutes.  ACTION CCB:  Please comment on Julie’s document and SDTM to Janus mapping spreadsheet.

- Updated vision document revised by Joyce attached.  ACTION CCB:  Please review prior to next meeting.

- Julie still needs to cross-check items in Tracker.

- Wayne has requested SDS add general lengths to SDTM; won’t be done in time for 3.1.2, but will be examined after that.

- Updated charter was supplied with agenda, but time did not permit reviewing it.  ACTION CCB:  Review prior to next meeting.

- No update on Doug’s inquiry to Norman about drug lot.

4.  Interactions between CCB and Janus user’s group

The CCB was interested in minutes of the last user meeting, which have not yet been distributed.  No specific requests to user group from CCB.  Wayne suggested reconsidering whether we want to invite another industry member to join CCB at the same time.

5.  Continue review of priority change requests that have been updated after further research or need to be addressed with urgency (Doug and Joyce) 

Jason has investigated Change Requests 9677 and 9678 (requests from Norman).  For 9678. there is a column called TBL and TBLID (name and ID of table).  TBL is only related to findings at present – inconsistent to the other categories.  Should qualifiers be added to Events.  Wayne said yes (to be compatible with SDTM), but Joyce noted that the topic needs to be examined carefully, because of additional complexity added by things like the 3.1.2 concept of findings about events, while the model is based on 3.1.  Currently findings is the only one that allows evaluators, which is incorrect.  The model needs to be updated one way or another.  But we’ll table until we can get Norman to participate.  For 9677, making findings and events the same table depends on having the same structure.  Events does not have any unique relationships, findings has test types.  Findings are also visit-oriented, whereas events are not.  Findings has lots of other columns (for results, etc.).  But Jason concludes from a data point of view that the tables are the same, though the meanings are separate.   What are the advantages of putting the tables together?  A simpler model.  Again, table this topic for discussion with Norman.

6. .Other open issues:  Planning version release of updated model; DIA meeting; Updates to Janus vision document (updated by Joyce with edits by Wayne – see page 8 particularly), Updates to Janus Charter (not yet updated to include NCTR as separate voting member).
Deferred until next meeting.

7.  Review plans for next meeting.

Resolve membership, approve revised charter, review Janus/BRIDG mapping, revised vision document, continue review of change requests

Wayne has proposed moving next meeting to Friday, Oct. 3.  No objections were voiced by attendees, but Wayne will inquire whether this affects a quorum prior to confirming that date.

Minutes of Oct 3 Janus CCB Meeting
Attending:  Wayne, Christo, Bobbie, Jason, Jay, Julie, Doug, Weida, Bill, Sally, Norman, Frank, Lynn.

Agenda:
 

1.  Membership vote on expanding FDA votes to 3 and for nominating Ted Bearden as FDA alternate for CCB (Weida becoming voting member).  

Motion by Jason to add FDA/NCTR as separate voting member.  Seconded by Christo.  Motion carried 6-0.  Weida now a voting member; Ted Bearden joins as alternate.

2.  Approval of minutes of Aug 22 meeting.  Motion by Julie to approve; seconded by Doug.  Motion carried unanimously.
3.  General Status and Action item updates since last meeting

FDA project continues to proceed.  The Bioinformatics Board has approved, and the contracts are with NCI.  The Sanofi data is being revised and will soon be sent back for reloading; similarly with the CDISC pilot data.  Another set of CDISC pilot data is also supposed to be arriving. 

General discussion about the model and what should be included.  Jason is also working on a Janus 2 schema that is designed to fit the new Hl7 message models, accommodating experimental unit, the more complex study design version 2, and other features (such as adding new tables to minimize the use of comments).  This effort is currently out of scope for the CCB per prior agreement.  But the question was raised as to whether some corrections in this model should also be applied to the Janus 1 schema (such as revising comments) – How Janus-like is the Janus 2 schema.  

ACTION:  Jason/Jay requested to present an overview of key differences at next meeting.

4.  Membership discussion – nominating another Industry member?

Since we’ve revised membership for NCTR, we discussed whether it was time to expand sponsor involvement – specifically a representative from the Janus User Network.  We considered adding another member an alternate, adding an alternate only or replacing a current alternate.  Bill agreed to contact Joyce to discuss the options.  Bill also suggested that the CCB formerly report back to the Network at future meetings (Bill/Wayne to cover that).

5.  Discussion/approval of updated Janus Charter

We reviewed changes to the charter made at the F2F meeting.  Further changes were made to add FDA/NCTR as a separate voting member as approved at this meeting.  

ACTION:  CCB to review and be prepared to vote next meeting.  PLEASE REVIEW PROCESS and GOALS sections in particular.

6.  Discussion/approval of revised Janus Vision document  
Deferred due to Joyce’s absence

7.  Review/discussion of BRIDG mapping document 

The current BRIDG mapping document is based on the SDTM general classes (rather than the SDTMIG domains).  This is using the correct version of the mapping document.  

ACTION:  Members (especially FDA, Lincoln and Merck) are requested to review prior to next meeting.

8.  Comments on revisions to Janus logical model

Members need to download the free EA viewer to view the model:  http://www.sparxsystems.com.au/products/ea/downloads.html
ACTION:  Model to be reviewed by Sally, Wayne, NCTR Julie, Doug and Joyce before it’s made available.  We will also implement further changes (based on the rest of the current list) before posting.

9.  Continue review of priority change requests that have been updated after further research or need to be addressed with urgency (Doug and Joyce)  - Discussion on Merck issues were deferred due to Joyce’s absence.  Doug had 3 remaining issues.  Discussion on drug lots (9709) will be implemented per Doug’s suggestion – he will update the tracker database.  However, Joyce should review before implementation proceeds to ensure she agrees with the change.  We agreed that issue 9711 for a supplements table should be deferred as unnecessary for the Janus 1 pilots.  However, Jason should address for the Janus 2 schema so that the application/submission/amendments are modeled similar to RPS.  We agreed to add a sponsor field (9714) but did not complete discussion on adding a trial summary table (14547).  We’ll pick up with that one next call.
10. Other open issues:  Planning version release of updated model; DIA meeting; Updates to Janus vision document, Interactions between CCB and Janus user’s group

Not discussed.

11. Review plans for next meeting.

Next meeting scheduled for October 31.  We’ll continue with the above agenda items, approve the charter and revisit the Vision doc and remaining issues for Tracker.  

ACTION:  Wayne will also circulate a message attempting to schedule a F2F meeting for the wek of Nov. 17 (probably Nov. 20-21).

            
Minutes from  Nov. 19-20 Janus CCB F2F Meeting
Janus CCB F2F Notes

Attendees:

Andonydis, Christo (partial day 2)

Bearden, Ted

Cassells, Sally

Darbie, Lynne

Evans, Julie

Helton, Ed (partial)

Hernandez, Joyce (by phone)

Friggle, William (day 1)

Kubick, Wayne

Levine, Jay (day 1)

Newby, Frank

Rock, Jason

Stockbridge, Norman (day 1)

Witczak, Bobbie (day 2)

Rosario, Lilliam (FDA/SEND)
Agenda

1.  Approval of minutes of Oct. 3 meeting.

2.  General Status and Action item updates since last meeting 

3.  Review of Charter and Membership

4.  Approval of updated Janus Charter

5. Discussion/approval of revised Janus Vision document

6.  Complete review and disposition of remaining change requests

7.  Review/discussion of BRIDG mapping document

8.  Janus logical model:  comments on recent revisions and synching with the FDA/NCI installation 

9.  Continue review of priority change requests that have been updated after further research or need to be addressed with urgency (Doug and Joyce) 

10.  Discussion of current view of FDA Janus 2 vs. Janus 1

11.  Discuss goals for 2009

12. Other open issues:  Planning version release of updated model; DIA meeting; Interactions between CCB and Janus user’s group

13.  Review plans for next meeting.

Notes:  (Thanks to Bill and Sally for taking notes on day 1 and 2, respectively). 
1. Minutes approved after Julie reviewed (and Wayne rebooted) 
2. NCI Janus status update topic deferred until Day 2 (when Bobbie would arrive).  Introductory discussion:  are we working correctly, focused on the right thing?

a. Jay > we are focusing on the NCI Janus to get it up and running.  CURRENT Janus is about getting SDTM into the warehouse to make Janus operational. The next generation Janus should be of secondary concern to the group.

b. WK – There is some relevance:  HL7 needs to work and SEND is expected to be part of v2.0 / Next generation Janus; Trial Design extensions currently under review in HL7 may also apply.  
c. JH noted that the lengths of the fields are different between actual Janus and logical model and needs to be addressed.

d. EH asked about how the SEND pilot will work with the existing SEND work which Jay had characterized as an “in house” effort. Jay noted that the SEND pilot would be aligned with this.

e. TB > SEND update

i. F2F meeting recently with IG expected in early 2009.
ii. Requested 2 volunteers to provide data/dummy data; real data expected in spring 09

iii. Centers to provide a requirements assessment

iv. SEND data to come to the NCTR version of Janus (extended schema); Janus will eventually have both clinical  and non-clinical data.  SEND will have to morph eventually into an HL7 message 

v. JL emphasized that both SEND and SDTM will NOT go away.  They will be a view available for use to the reviewers.

1. WK noted that SDTM is also a content format

2. JL noted that the SDTM has a significant amount of analysis in it and ultimately the messages will not look familiar to those who are used to analyzing SDTM data.

3. JR clarification to JL.  FDA wants to ultimately view data like they do now. FDA likes doing the reviews against SDTM BUT they want a repository that does more than what they can do now. One problem is to get SDTM into a DB since it isn’t designed for this (e.g., some info gets repeated multiple times). Alignment with the Health Record is key.  Want to be able to address more relationship information that would go into RELREC today.

4. Why harmonize with health records? LD > JR explained need to be able to follow-up/merge with long-term health data.

vi. JL noted that the SDTM has been a one off analysis of a single clinical trial and this has not worked nor been sufficiently standardized.  LD/WK noted that there is often need for differences and that precisely explaining all variations of data is not yet possible.
vii. LD noted that most sponsors would be surprised that FDA sees SDTM as an analysis-based model. JL noted that the data clean-up involves some level of analysis decisions.

viii. Bill referred to an ISO requirements document on clinical data warehousing and asked for input.  ACTION: CCB members to review clinical data warehouse requirements document from ISO (distributed separately by Bill Friggle) and send comments to Bill.  

3. Review of Charter and Membership (see attached revised charter)
a. Lilliam will be joining the CCB as an observer from the Critical Path Office; she  expect to regularly attend to represent non-clinical needs

b. Current role is acceptable; "participants" was changed to “Participant Organizations”

c. Membership

i. Dan doesn’t attend

ii. Discussion of whether to include more Industry participation.  Dan (current Merck alternate) has not been attending regularly, and the Janus user network is anxious to contribute.  Motion passed to add a member from the Janus User Network to represent industry along with JH. :
iii. ACTION:  Wayne/Bill to contact user network to nominate participant.
d. Process was revised to allow for FDA override of changes.  
e. The revised charter was approved unanimously.
4. Discussion/approval of revised Janus Vision document was deferred to a future meeting.
a. Disposition of all remaining change requests was completed.  (see details below)
5. Review/discussion of BRIDG mapping document (Julie)
a. Used existing mapping between SDTM and Janus and BRIDG concepts
b. Added items to the bottom which were NOT in SDTM but were in Janus
c. Only included mapping concepts (not dealing with cardinality)

d. Reviewed; updated mapping document prepared.

e. Domains

i. Neither BRIDG nor Janus seem to have the concept of Domain

ii. Found in Janus (not BRIDG) for Interventions

iii. ACTION: Julie to ask Diane’s team to add to BRIDG (though not needed for trial design domains.  

f. Trial Design

i. Implementation in SDTM and Janus has not evolved since SDTM 3.1.

ii. ACTION: need to add incremental TD concepts to Janus 

g. Study_ID (there was some confusion between SDTM STUDYID field and Janus Study ID), potentially a source of mapping confusion
i. All IDs in Janus are generated

ii. Sponsor Study ID is put into Janus as Study Name with an identifier data type; Janus also has a Study Number.  Title is mapped from Trial Summary dataset.
iii. SC noted that SDTM did not support Janus concept of “super studies”

iv. Julie corrected mapping accordingly  
h. Need to add ARM to mapping 
i. PlannedStudySegment.description in BRIDG SAME AS AN ELEMENT IN TD

i. EPOCH is also missing in Janus.  NS > as originally mapped, epoch was not needed, but in BRIDG and useful.  For example, since AEs are not visit-based, how do you know which treatment it is assigned to?. During the study sponsors assign to an EPOCH but later (after unblinding) it can be assigned to a treatment

ii. ACTION: Add EPOCH into Janus

j. Additional trial summary concepts are also missing:  

i. PLANSUB

ii. Dealing with COHORTS (related to ARMS but not exactly the same) & ordering/sequencing

1. ACTION:  Julie to fix in BRIDG through Diane’s group. May be related to adaptive design 

k. Randomization ID

i. Not in SDTM

ii. Gap in BRIDG noted

iii. Next Element In Sequence if Transition_Rule evaluates TRUE – should be in BRIDG
l. TV - Visit sequence number listed as implementation specific, since 
i. the visit day implies the sequence, but this may not be in the materialized views and is necessary for reporting.
m. TV: planned visit duration

i. In Janus and next SDTM

n. SV:USUBJID needs to be fixed in BRIDG (similar to confusion about STUDYID)
o. SV:StartTimePoint

i. ACTION: Julie look into adding to BRIDG > several items (look at Wayne’s comments in SS)

p. DM:SuperStudies – currently a BRIDG gap; not modeled correctly in Janus

i. JL noted complex scenario of 10 studies into a single extension. He always treated the extensions as extensions of a particular study.
ii. ACTION: JL to provide JE domain expertise to model in BRIDG and into TD message (probably not a Janus v1 issue)

q. SITES/STUDY_ID

i. JE > needs to map to StudySite and not TreatingSite (NCI-specific)

ii. Not in Janus currently or SDTM

r. DM: Reference Start Dates and End Dates

i. Dumped into comments in current Janus; should be made explicit.
ii. JR > in Janus, everything is an off-set from start date

iii. JH > all referenced timepoints are in the timepoints type table

s. DM:AGE

i. Currently it's incorrectly dumped in comments; should go into qualifiers (like ageunits)

t. DM:DMDTC

i. Several cases of dates going to comments – confusing, but explained because SDTM dates are text strings, not actual dates.
ii. May have been addressed but NOT addressed in the mapping here.

iii. NS noted that qualifiers was meant to handle categorical data; you could calculate the day from the date.  LD noted that the reference date from which you calculate is a challenge.

u. SUBJID - subject identifier within site needs to be added; subject initials and GRPID not necessary to change
v. REFID (line 208) – SDTM uses this for different purposes; Need to pull out specific uses (e.g., ecg is always the UUID of the waveform, there are others)

w. AETERM (351) – the AE verbatim term is not apparently in Janus

i. GAP > needs to be added to Tracker

x. OCCUR (363)

i. ACTION: Julie to add to BRIDG

y. BODYSYS (364)

i. GAP in BRIDG > ACTION for Julie; implemented in HL7 as a value?

z. TEST (451) Needs to be retained in Janus.  In tracker (Doug) but had been rejected.  Re-opened and assigned to Doug.

aa. ORRES (462) is also missing in Janus – a gap similar to AE verbatim. Janus uses Continuous_Value and Cat_Value_Code, but needs to retain original values as well.  This may impact the mapping.  

ab. Janus expects same weight measure unit across all studies

ac. Discussion of Normal Range (e.g., Upper Limit of Normal, Lower Limit of Normal)

i. Original units should go into comments

ii. Standard should go into LLN/ULN

iii. ACTION: Doug/Jason need to redefine in Janus as the standardized normal range (482)

iv. Each table has 2 sets (Janus standard and what was provided by sponsor)

v. This is a general gap within Janus (per JR)

ad. FINDINGS – Janus allows for DenseData (560) a BLOB or GLOB for any document.  But may be more efficient to link to external files.
ae. See 562-565 > numerous changes

af. Parent test type (546) intended to capture hierarchical tests

ag. 547 – necessary in SDTM > also 548, 550, 

i. Force everything to be linked back to the planned visit

6. Continue review of priority change requests that have been updated after further research or need to be addressed with urgency (Doug and Joyce) 

a. 14547

i. ACTION: Bill to reinforce with PhRMA to provide TS domain and Julie to add to spreadsheet

ii. If “code-able” it is a study-level Finding

b. 14548

i. ECG link information is there in SDTM

ii. Need to determine link to SPL (how and where) and conmeds
c. 14550, 14552, 14553
i. Not clear what was meant – need to ask Jeff Conant to clarify
ii. ACTION: Wayne/Bill/Joyce to ask Janus User Group review Tracker

d. 16911 - Rejected

e. 17825 - Approved

f. 9681 -Janus 2 item – deferred

g. 9710 - Updated summary to better reflect issues and assigned to Joyce

h. 9684 – versioning of data - Updated to be looked at with 9710

i. 15125

i. Many items in SDTM are “thrown away” by Janus, propose to look at this issue in general and consider a more general solution.

ii. Reject – no discernable business value.

iii. For DURATION verbatim not needed

iv. Need a general operating principle on what to retain in Janus for traceability vs. what is actually used for analysis. 

j. Joyce counter-proposal re: Lots, etc.

i. NS noted that ingredients go with Lot because the formulation changes over time of the development of a drug

ii. WK – as a general rule, either leave it broken or, if you fix it, fix it completely -- change it to fully represent the concepts

iii. Decision: Defer this until we consider the HL7 common product model
ACTION:  Joyce to review common product model and make recommendations.
7. Discussion of current view of FDA Janus 2 vs. Janus 1

a. See Jason’s slides (attached)
b. Jay described the BioInformatics Review Board Vision, which is becoming very ambitious
8. Discuss goals for 2009 (see slides and charter)
a. WK – expects Trial Design/SAP info will be needed for Janus 1

b. WK – potentially SEND (pre HL7)

Operating Principles
We discussed the need to begin identifying operating principles to guide CCB decisions.  (NOTE: All future Roman numeral questions go to Ted who noted that early Roman period did not use the subtractive form of Roman numerals).  We agreed on two at the meeting:

Operating Principle 1:  Verbatim text need to be retained within Janus:
a. If there is potential for loss of information (numeric precision)

b. When used for coding (e.g., AE Term)

Operating principle 2 – make changes to the logical model only when there is an operational benefit for current implementations (e.g. making custom domains appear in the materialized views)

We’ll continue to build up this list as we move forward.  Meanwhile, please imprint these for future use.
Day 2 Notes:

Attendees: Wayne, Julie, Frank, Bobbie, Lynn, Ted, Jason, Sally, Joyce (by phone), Lilliam

Janus status update (Bobbie):  Additional funding for Phase 2B (bridge) has been added. FDA is ready to go with reload of Sanofi data.  There are also pediatrics test data from the CDISC ADaM Pilot II that will be ready to load soon.


There are open questions about 

· support for custom/sponsor defined domains in materialized views

· 3.1.2 ‘findings about’ child domain, which includes a new variable (--OBJID)
Jason’s proposed logical model changes were reviewed:

1) Added a new investigator table because the same investigator can be associated with multiple sites.

· Separated out inv table. New table has Investigator_name, Investigator_number.  These are existing fields that have been moved.

· An interception table (a construct used to resolve many to many relationships) named Sites_investigators has been added.  It has 2 foreign keys (inv key, site key) that form the Primary key.

2) Support SESEQ column. (added to SDTM after original Janus publication)


seq number(8,2)  added to element_sequences table

3) A set of reserved database terms needed to be renamed to avoid cross platform issues.  These include the  following reserved words in either DB2 or SQL server:

Field “Database” is in table Codelist

Field “Rule” is in these tables: Inclusion_Type, Planned_Interventions, Stratifications, Dataset_Metadata.

We again discussed Joyce’s issue about field lengths. The field lengths in Jason’s diagram are not the same as those in the DDL that Joyce has.  This needs to be tracked down via Doug and resolved.  ACTION:  Doug – resolve length inconsistencies.
The CCB voted unanimously to accept Jason’s 3 changes.
Other Investigational topics

1) Get rid of Qualifiers  (Norman)

Issue: Qualifiers has a Relationship to evaluators which in turn has a relationship to findings. But Evaluators only has a relationship with findings (defect/inconsistency).  So its unclear how qualifiers get mapped to findings and interventions data.
ACTIONS:

i) Dough to check how interventions appear in the Janus Materialized Views

ii) Joyce to check how Merck deals with this
Current logical model:  Model was migrated from Rational to Enterprise Architect by first running the existing DDL (from the GFORGE Site) to create a database and then running the EA ‘reverse engineering’ option.

Note:  Janus Findings table is much more stripped down than in SDTM.

2) Make just one table for both findings and events (Norman)


Discussion: if SDTM roles are considered, semantics of findings and events are different.  The missing fields in the current Janus (eg AETERM) may be making events and findings look more alike than they are.


Conclusion: may be modeled incorrectly to begin with – should be separate.

Joyce – SDTM Events and Interventions table have notion of Term which is standardized by vocabulary and both are stored. Janus does not have both. (a flaw – as discussed 11/19)

ACTION: Jason will check whether changes are in both physical and logical model

Would we make these changes now?


Probably not – since we expect it would impact pilot projects.


Consider for version2

Will we make any more changes in the current version of Janus?   Yes but only to fix problems that get in the way of current implementations

Continuing on the thread of Janus V1 vs. V2, Jason reviewed a Pyramid diagram (adapted from Jay): 
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These correspond to four layers from FDA vision paper (in reverse order):
· Message

· Logical

· Analysis

· Tooling

ACTION:  Bobbie:  Try to get a copy of the FDA Janus Vision document – not yet publicly available or Armando's powerpoint presentation on the topic.  (The older IBM vision document is posted on the GFORGE page)
Discussion of Goals for 2009

Review 2008 goals


All change requests triaged


Updated charter (2nd goal)


Updates to logical model


Harmonize w Bridg (1st pass)


Relationships not fully identified, clarified


Supported FDA pilot

Proposed Draft  2009 goals (see Wayne’s slides)

· Release a new version of Janus logical model
· Make a more concerted effort to communicate Janus CCB role and Janus status and plans to industry

· Incorporate SEND into Janus V1 model

· Finalize Janus Concepts and Operating Principles document (version 1 Janus vision)


(CCB team members need to read and comment on it)

· Other: Incorporate ICSR into Janus Model, Link to Firebird (investigator info), link to ECG data warehouse.

· Continue to maintain logical model (other remaining goals from 2008)

The next CCB meeting will be held on schedule the last Friday in January.  We'll continue on open issues, discuss the Janus requirements (currently posted on gForge site) and set plans for moving forward with a new logical model release.
End of Janus CCB Cumulative Minutes for 2008
Janus CCB Cumulative Meeting Minutes:  2008
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