Minutes of caDSR Content Administrators Meeting 

May 7, 2007, 3:00 – 4:30 p.m. (DRAFT)
	Attendees
	Organization

	Steve Alred
	Oracle

	Becky Angeles
	Scenpro

	Alice Birnbaum
	NIDCR

	Jennifer Brush
	Scenpro

	Brian Campbell
	EMMES

	Janice Chilli
	SAIC

	Mary Cooper
	SAIC

	Tommie Curtis
	SAIC

	Brian Davis
	3rd Millennium

	Kathleen Gundry
	SAIC

	Gavin Lindsey
	SAIC

	Brenda Maeske
	SAIC

	Dianne Reeves
	NCICB

	Sumana
	

	Daniela Smith
	BAH

	Nicole Thomas
	MSD

	Stuart Turner
	UC Davis

	Denise Warzel
	NCICB

	Claire Wolfe
	Terpsys


1.      Updates – VCDE Small Group Meetings and Data Standards Status
Mary Cooper gave an update on Body Mass Index (BMI) standard, which was approved by VCDE workspace for broad caBIG review.  The announcement will go out soon.  

Mary updated the group in response to an action item from a previous meeting to contact the BRIDG group to for guidance from their perspective of the Person/Patient/Participant issue in the BRIDG model.  She discussed Smita Hastak’s response to an email requesting information.  Smita said in the BRIDG model, a Person plays a role of a Participant and participates as a StudySubject in a Study.  Each of the 4 concepts -- Person, Participant, StudySubject and Study are classes in the BRIDG model.  There is a similar structure for Organization --  An Organization plays a role of a Laboratory and participates as a CentralLaboratory in an Activity of SpecimenCollection.  Currently in the model there are two classes for person roles, Participant and Investigator.  No attributes have been identified with these classes to date.  Mary asked how the BRIDG model will harmonize these different roles.  Smita will provide a written response which Mary will distribute to the group.  BRIDG is using the HL7 RIM as a model, and is also harmonizing CDISC into the model.  A person class will have a set of attributes, and a participant may have a different set of attributes, as opposed to inheriting the attributes from the associated Person class.  Dianne said that perhaps it was too early to base guidance on this model, as it doesn’t seem set in stone.  The group will wait for a written response before deciding if this will impact data standards.

Body Surface Area (BSA) Candidate Standard Review:  Mary said that the group had forwarded BSA to VCDE.  She suggested that it be revisited to include decisions made on Body Mass Index that are similar issues for BSA.  She reviewed the updated presentation, starting with the addition of the focus to harmonize or reuse existing caDSR content. The primary focus of the standard is to capture the numeric value for BSA which will include the Unit of Measure in Value Domain.  She reviewed the single CDE for Person Body Surface Area with a separate CDE for Method of Calculation.  Templates included applying other object classes including animals, as a result of use cases provided by Stuart Turner of UC Davis for dogs and cats.  

Mary reviewed the current structure of the standard, including a CDE to capture the source of the information used to calculate BSA.  She proposed a CDE, Person Source Information Text Type.  The CDE was considered in the BMI Standard, but the small group raised an issue with the CDE and it was withdrawn from consideration from the BMI standard.  The CDE will be important to consider with the BSA standard because the value domain contains two values, Actual and Ideal, which can be used to describe the values for weight used to calculate BSA.  The small group questioned whether to include a property qualifier in the DEC for the different attributes used in the calculation, for example, Weight Source Information.  The issue was raised that this could lead to a proliferation of CDEs.  This same issue was addressed by the small group working with BMI.  Mary asked for input from the group, who decided that the qualifier is necessary to distinguish what information source is being captured with the attributes in the class.  

Mary also showed the variation in the BSA values using different methods of calculation.  Because the calculation methods resulted in the difference in values that would impact dosing decisions, it was agreed that the calculation method was a relevant piece of information to capture.  

The standard includes a Template CDE of Body Surface Area Value, which allows substitution of different object classes such as animal.  Dianne said that the veterinary patient concept had been added to EVS.  Stuart said that two distinctions might be laboratory animals and veterinary patients.  Mary asked for agreement on the two objects of veterinary patient and laboratory animals for this example, animal body surface area value.  The group agreed that Laboratory Animal and Veterinary Patient are Object Classes that can be used in examples of how to use the Template, and that the more generic Object Class of Animal shouldn’t be used at this time.  There was a discussion of the use of height versus length for various species in the calculation of BSA.  It was agreed that when capturing BSA for animals, the input data element should be length and not height.  Mary reviewed the derivation rules, methods and type for BSA. 

Alice asked about the accuracy for the value domain; currently two decimal places.  Mary said this is reused from a CTEP CDE, but this will be evaluated by the VCDEWS small group.  Mary said that the online calculators for humans often show two decimal places.  The question remained whether that was a sufficient number for animal values.  Stuart said that 2 decimal places are used for dogs and three decimal places are used for cats.  

The Body Surface Area Method Text Type recommendations now include permissible values for several animals.  Stuart said that data might be frequently collected for cats, dogs, rats, guinea pigs, rhesus monkey, and macaque.  Dianne suggested perhaps it should actually be feline and canine.  Stuart agreed and will provide a suggested list.  Mary asked about Animal Length Information Source Text Type, with various values (estimated, measured, self-reported, etc.)  This template can lead to a proliferation of CDEs.  But, if the proliferation is constrained to actual use cases on the grid, it is unlikely to result in a large number.  These will be created for height and weight.

Guidance for UML modeling was reviewed based on the BMI examples with recommended and acceptable ways to use the standards in models.  

Mary confirmed that the group concurred with creating animal CDEs, including animal length CDEs, and classes of veterinary patient laboratory animal and the information source CDE.  A vote was taken and there was consensus on the recommendation.
2.
Update of the Proposed Versioning Rules for Value Domains
Tommie presented a revised set of versioning rules for value domains, based on the discussion from April 23, 2007.  Dianne asked for guidance on changing representation terms in a value domain, and suggested a use case where the value domain wouldn’t be versioned, but a new one would be created.  There was a discussion about versioning or creating new value domains.  Brenda Maeske clarified that versioning would be required if representation term or qualifier concepts are ADDED (to provide additional specificity).  She reviewed the decision from the last meeting which was if you change the primary representation term, or the data type of a value domain, a new value domain should be created. 

There was a side discussion about “anatomic site” and whether it is a representation type.  Brian Campbell said it was, while others said it was a concept.  This probably needs to be discussed at a future meeting.  

Dianne said that best practice guidance (in the form of a summary included with the business rules) was needed on when to create entirely new administered components.

Denise Warzel asked about the impact of the VCDE whitepaper recommending changing the language specific data types.  It was agreed that this cleanup process would be excluded from the versioning requirements. 

Brian Campbell suggested deleting the proposed rules 3 and 4 for major version changes.  He said that a value domain changed from enumerated to non-enumerated and changes in data type would result in a new value domain, not a versioning.  

Mary said that the requirements for value domain metadata in UML loaded CDEs are different from the manually curated CDEs.  Specifically, she noted that the Representation Term is a required item in the Curation Tool, but not required when creating models.  She suggested that the tools used for curation should be more consistent.  Denise said that the issue should be taken up by the mentors conducting compatibility reviews.  Denise said that a default value for representation term might be a possibility.  It would need to be added to the review checklist.

Tommie revised the document, adding a category of changes that would require creation of a new value domain.  The group refined the language of the rules to clarify them.  Brian Campbell provided an edited version which deleted an entire rule for minor version change (#2).    The group discussed the rule related to addition of permissible values/value meanings with respect to Brian Campbell’s assertion that the standing rule was that the addition of more than five permissible values requires versioning.  Brian emphasized that this only really applied when the curator was not changing the meaning/intent/focus of the value domain.  The group agreed that the addition of an effective date and/or end date for additions would help those using the value domain to track changes.  The group agreed with the notion of the revised rule (no versioning when fewer than five values are added).   

The set of rules for no version change was reviewed and streamlined with a couple of deletions to remove unclear/unnecessary guidance.

3.   Value Domain Length Issue
The group discussed the size of 99.99 - is it 4 digits or 5?  There was a discussion of the importance of whether it was in a database, display or exchange format or whether it was a database numeric or character format.  Brian Campbell suggested looking at the data type whitepaper for guidance with this question.  Kathleen Gundry said that a related issue was inclusion of a digit or space for a + or – preceding the number.  The group reviewed the whitepaper.  It was felt that more research was needed, as the rules applied not only to grid data in a database, but also needed to apply to data in an XML schema, or in the forms world, on the display size on a paper or online form.  Dianne said that this topic would need to be addressed at a future meeting.

4.   Demonstration of Value Domain Editing
Scenpro demonstrated the editing of Value Domains using the Curation Tool.
5.   Smoking Use Cases
Dianne asked that the smoking use cases be sent out on the List-serv to get feedback before the next meeting.  
Decisions Made:

1.  The Group agreed with creating animal CDEs for body surface area, including animal length CDEs, examples using the classes of veterinary patient and laboratory animal, and the information source CDE.
2.  The group agreed to the adoption of the proposed value domain version rules with revisions as outlined in the revised document (see attachment).
Meeting Schedule 2007:

2007

05/21 - Content

05/28 - Holiday
06/04 - Content/Software

06/11 - Software

06/18 - Content

06/25 - Software

07/02 - Content

07/09 - Software

07/16 - Content

07/23 - Software

07/30 - Content

08/06 - Software

08/13 - Content

08/20 - Software

08/27 - Content

09/03 - Holiday
09/10 - Content/Software

09/17 - Software

09/24 - Content

10/01 - Software

10/08 - Holiday
10/15 - Software/Content

10/22 - Content

10/29 - Software

11/05 - Content

11/12 - Software

11/19 - Content

11/26 - Software

12/03 - Content

12/10 - Software

12/17 - Content

12/24 - No meeting.
12/31 - No meeting.

Follow Up/Action Items:
	Action Item
	Task
	Assigned To
	Date Due
	Date Completed

	1
	Send out Agenda to be reviewed for next meeting
	Tommie Curtis
	biweekly
	Ongoing

	2
	Send out a request to the workspaces for CDE standards.
	Tommie Curtis

Brian Davis
	TBD
	Ongoing

	3
	Develop risk mitigation plan for usage of caDSR metadata that in not fully compliant with caDSR business rules and best practices.
	Dianne Reeves

Tommie Curtis
	TBD
	Ongoing

	4
	Calculate extreme heights and weights for BSA and provide Source Text Type definitions.
	Mary Cooper
	4/9/07
	Completed

	5
	Distribute written response to BRIDG guidance for Person/Patient/Participant issue
	Mary Cooper
	5/22/07
	New

	6
	Distribute smoking use cases via Listserv.  
	Janice Chilli
	5/22/07
	New

	7
	Provide feedback for smoking use cases prior to 5/22/07 meeting
	All
	5/22/07
	New

	8
	Put incomplete issues on a future agenda: anatomic site as a representation type and value domain length. 
	Tommie Curtis
	6/4/07
	New


