BRIDG Architecture Review Team Meeting minutes – March 6th, 2015
Attendees
· Boris Brodsky, FDA
· Jean-Henri Duteau, Duteau Design
· Hugh Glover, Blue Wave/Parexel
· Smita Hastak, Samvit Solutions
· Ed Helton, NCI
· Wendy Ver Hoef, Samvit Solutions
· Riki Merrick, O&O Co-Chair
· Bob Milius, NMDP 
· Armando Oliva, FDA 
· Jane Pollack, NMDP
· Dianne Reeves, NCI
· Diane Wold, GSK
Agenda:
On the BART wiki
A proposal was made to start the discussion by looking at how the BRIDG model is being used currently in support of different use cases.  This will help us determine what we could do to make it better in support of those use cases. 
Following are the 3 distinct use cases identified and discussed on the call:
1.0 BRIDG as a Physical Database solution to support the translational research

This is from NMDP.   They have a tissue banking use case to support interoperability between NMDP and their partner organizations by leveraging BRIDG semantics and structures.  They intend to share their BRIDG-based structures and develop a mapping tool that can be used to submit data via AGNES.
BRIDG being extended to include life sciences domain is of interest to NMDP.  Their life sciences requirements are based on data elements from curated case report forms.   They have reviewed LS DAM internally and realize that some of the life sciences concepts will need to be filled out more to support their requirements. Concepts like polymorphism, etc. need more detail.
Action Item:  Bob M to write-up the NMDP use case to show how BRIDG could be leveraged for translational research

One of the efforts of interest is LS DAM integration. Based on the data that transplant centers send them. Based on curated forms, CADSR; in the future will include molecular info, e.g. genomic sequence. LS DAM top-down approach, sparse attributes. Extending LS DAM to make a more detailed and robust molecular biology core. Good semantic foundation for LS DAM. Need to handle ambiguous results (e.g. HLA typing may not have specific genomic information). To explain leveraging translational BRIDG model: Would be helpful to add a business use cases (textual) to the ballot, to support communication and interpretation. Bob will send some wording to Smita should.

2.0 BRIDG as a foundation for Meta Data Repository

CDISC uses the BRIDG model as their foundation model for all their standards.  Mapping to BRIDG to understand the SDTM data structure relationships.  Also building a dictionary of research concepts that need to be aligned with BRIDG.  Just finished harmonizing 7 PGx SDTM domains for CDISC, added 8 new classes to BRIDG, added associations to several existing BRIDG classes. Operationally driven, i.e. bottom-up. Need to flash out and identify additional use cases (e.g. test results).
Action Item:  Diane to write-up the SHARE/MDR use case

3.0 BRIDG as a Data Exchange model
	3.1 Parexel Use Case 1

[bookmark: _GoBack]Figuring out how to express customer use cases in BRIDG, to understand extensions. Using both at conceptual and logical levels. Creating metadata around messages (BRIDG is about clinical concepts, so they are too detailed to be included). BRIDG-based XSD’s, with exchange-based metadata around it (HL7 wrapper around the BRIDG ‘payload’). Each payload supports specific BRIDG use case (e.g. trial parameters, organizational staff). At the end, creating physical XML schema. Hard to determine what to bring back to BRIDG. E.g. bringing in the IDMP model would expand the product domain, but may not be needed by everyone.

	3.1 Parexel Use Case 2

Parexel is leveraging the BRIDG model (subsets) by creating BRIDG-based payload xml schemas.  There are multiple schemas and each supports a specific use case in clinical research. Use Case driver is interchange of data among various Parexel applications.  Also need to exchange data between client systems and when migrating data from one system to another. By using BRIDG for everything they do – there is consistency in semantics.
Also developed methodology around this – similar to HL7. Using BRIDG as the high level model.   The implementation technology is xml with some physical database implementation.  
Action Item:  Hugh to write-up the use case for BRIDG 4.0 documentation

	Parexel Use Case 3
This is a MDR effort is in early stages.  

Discussion around “How is BRIDG leveraged to build a Physical database?”  
1. Parexel – use as much as we can.  Drop the concepts/attributes that are not needed.  Similarly for data types – reviewed ISO datatypes and constrain as needed to support the use cases.  Takes us thru conceptual and logical.  Then we define and put tighter constraints (Platform dependent model) – sometimes add and/or modify a class; keep the additions consistent with BRIDG and will make change proposals and try to stay consistent with BRIDG.  We intend to feed the new semantics back to BRIDG.  Is there a process to register these additions/extensions such that other groups could also leverage them?  BRIDG does not have one for now, but something we (BART) will have develop as we move forward.   Need tools for version management and Parexel is working with various groups internally.  
a. IDMP is being added by Parexel for their BRIDG extensions.  Will need to see if that should be in scope of BRIDG
b. Managing staffing issues – security role to manage all the application teams.  Need to do work around what we need and what others may need.  
c. Will need to think how to maintain BRIDG in future versions without breaking what we have in place in BRIDG earlier versions
d. Commercial benefits are in the licensing fees and make a sale of the vendor product. 
2. This discussion around extensions and vendors relates to BRIDG compliance and conformance.  The local extensions need to part of this compliance discussion.
3. NCI had 5 different applications that required BRIDG usage, but each of the application needed specific elements that at first blush appeared to be implementation specific.  Upon digging into details, often we learned that some of the elements were actually domain elements that would be of interest to others also because they were operationally needed downstream from regulatory purposes.   


















