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Introduction
Agenda review
See attachment(s): x73UL-F2F-Jan11-NIST_Readme_Base.txt
Medical Device Data Language (MDDL) - Nomenclature
Process/Editorial scope
See document: Nomenclature-d2-20100120.pptx
*Issue:  what to do with various artifacts, e.g. XSLT, etc. that go along with nomenclature standard? (Nick)
JW: need some of kind of whitepaper/procedure for producing nomenclature subsets 

PS:  can key off of aECG & IDCO, which have XML formatted content

MC:  Is there a forum inside IEEE-SA?  Not unique problem to x73. 

Alternatives:  RTMMS, IEEE administrators (Kathryn, Jody), Bob Grow (IEEE-SA) Elliot Sloane (EBMS) 

HL7:  LOINC definitions accessed through website; Reigenstrief Inst. maintains ultimate informatical artifacts.

Action: investigate how UMLS manages their database.
IEEE definitely has a way to be able to download informatical artifacts.  Have to check with liaisons to see how our standards can do this.  Then incorporate into a white paper that we can all agree & develop to.

JG:  NIST has particular requirements for open-ness/licensing that need to be addressed in whatever solution we come up with.

Proposal

Develop a whitepaper/guidance document ==> JW

Define a process that subsets use in common in general, including editorial and logistical (/distribution) methods.

PS:  Keep in mind that there's work, e.g. Rosetta, that's been done in this area.

Focus is on -10101, upgrading in a way that imbues the qualities developed for other partitions, e.g. aECG/IDCO, but also in a way that they can proceed in parallel and have a common, sustainable, automation tool for ongoing development.

Schedule:  working draft by next meeting (May).

Resource:  JW, MR

Requirements definitions needed for NIST as soon as possible
Some nomenclature-building topics

· Formation of systematic name

· Capture units of measurement

· Describe [preferred] form that artifacts takes for IEEE publication and distributon

· XML style guidance

· Managing Synonyms

· Use of REF ID's as 'strings'

· Inter-partition/subset relationships

· Implantable Devices:  how do we maintain this mechanism moving forward?  Want to set up a life-cycle w/Heart Rhythm Society.  Like the idea of having a common set of tools.  Alignment across nomenclature is an important issue, too.

· Personal Health Devices (-20601):    Basic ECG is an example of how nomenclature relationships can start simply and expand to include other nomenclatures and information models, e.g. an event (needing a nomenclature) leading to a report with info @ the event.

· Authoring process should be "organic", that is, have a natural and user-friendly flow
Nomenclature Standards
· Base (-10101)
· See document: x73_10101_preV2edit.pdf
· xls Workbook

· See document: IEEE11073-10101_2004_Tabular_d3jw.xlsx
· Lunch
Extensions
· -10102 (aECG)

· See document: SchemaOverview.htm
-10103 Implantable Devices (IDCO)

See document: MDC_IDC_Nomenclature_v0.85.xls
-Personal Health Devices (PHD)
See document: PHD nomenclature_jw1.xlsx
-104zz

Reuse/-cycling

Versioning

Partitioning, e.g. Basic ECG, Urimeter, ...)

-20601[a] Personal Health Devices specification and amendment
Rosetta Terminology Mapping
See document: Nomen-RTM
Othe: MFER (Japanese waveform standard)
MH:  working on some new terms related to Blood Pressure; Blood Gas; 
JW:  some additional terms in IA-Balloon Pump, too

MH:  in dialog w/Michael Kraemer and others in Japan; may get back to us on some new terms to add to Nomenclature in these areas.

JW:  what is status of MFER w.r.t. using x73-10xxx nomenclature?

MH:  Main part uses LOINC; extended part may use LOINC, MDC, & original MFER [for ECG]

CD report uses LOINC, but some parts in MFER use MDC codes

Compatibility Example:  ECG Lead codes.  MFER limited to 127, x73(aECG)=256 codes.  Different mapping for derived leads.

Also some differences in 'cal' and 'derived' and 'annotations'

JW:  unclear whether any exercise will be done to provide mapping of common semantics between MFER and x73-101xx

MH:  in terms of data model, might be able to harmonize after "Scanner" but need to talk with others first

MC:  it's a lot of work to do all this mapping; we'd rather have a common language approach in this key area.

Subtopics
See document: _10101-Topics
Sandy Weininger: FDA update
· Research-oriented, System focused

· Discussion about current developments and redictability of regulatory path related to standards-based device communications
· FDA would look to MDC for "Generic Adverse event codes"

· JW:  consider also HL7 CDS, "DCM" [?]

· See HL7 DCM webpage for more info on DCM-related use cases http://wiki.hl7.org/index.php?title=DCM4MD:Use_case_candidates

· x73 Nomenclature could develop nomenclature in this area; we should continue discussion on Thursday when Sandy returns

· JW:  what nomenclature deals with AdvEvtCodes now?

· PS:  there are 30 or so just in ECG; in general, there are a lot more

· SW:  not integrated, esp. from "device" perspective

· SW:  sees device communications as breaking down into several levels:
· Level Description

1. Virtual Device Display

2. Synthesis of  Derived Notices/Alarms

3. Virtual Device Control

4. Conditional Device Control

5. Programmable Device Control

· Some work focused on [clinical] workflow

· Associated with grant @ MGH/CIMIT, DocBox, KSU, Penn, others

Recap of Tues. discussions
Recap of Nomenclature discussions
"Adverse events" discussion
Nomenclature supporting this could be assessed on a per med. dev. basis
(MDDL) - Domain Info Model - DIM
· DIM - Standards
· -10201 Revision CPs
· See document: -102xx-MDDL-DIM\
· Discussion includes ...

· Issues collected since the standard's publication

· Issues from NIST (based on their implementation)

· Usability discussion (e.g., attribute descriptions)

· Support issues for ICE frameworks

...

.

-10201 (DIM ASN.1)
Feedback

See Todd's edited version for discussion notes.

General note:  All 11073 attribute tables should include cardinality

Scope

-10202 (DIM XML) contains an XML representation of DIM elements
· uses XML Schema

· supports Verification & Validation --> Tooling

· See also: Tooling, e.g. ICS Gen; IHE tools
· Designed to support device specializations
· -103xx (general devices)
· -104xx (personal health devices)

· Harmonization
Domain modeling work in IHE PCD
· IHE PCD TF Vol. 3:  Semantic Content
· IHE PCD DEC (HL7/RTM/x73/PHD)
· See document: index.php
· See also: RTM
Tooling, e.g. ICS Gen; IHE tools

See also: Verif'n & Valid'n --> Tooling
[Todd Cooper] this Includes ...

· PHD support in WAN validation using NIST HL7 Message Validator (per the Daegu version)

· ICS Generator & PHD definitions

· RTMMS & PHD definitions

...

.

Relationship with Continua Alliance
[tCon-Lunch overlap w/next session]
IHTSDO, IHE PCD RTM Joint e-tCon
Term equivalencing
Andrew Norton sent table covering Hemodynamics and we reviewed during tCon.  

Inter-meeting period:  work on automation w/NIST tool and present status at May general meeting in Orlando.

JW to provide JG with description of equivalence enumerations on Andrew's table.

MR:  MOU covers fully reciprocal publishing.  ==> Andrew's table content can be used in -10101 document revision.

Paul S. provided overview of RTM from distribution media

Semantic architecture/ontology

Related projects in other groups
· Vent JWG, IEC update

· Related IHE Patient Care Device Projects: Device Point-of-care Integration; Integrated Clinical Environment-PCD Analysis Committee (ICE-PAC)
· Related HL7 Projects: Detailed Clinical Models for Medical Devices (DCM4MD)
· NIST; NLM UMLS
Methods/Tools
· NIST Rosetta Terminology Mapping Management System (RTMMS)
· See also: NIST; NLM UMLS
· ICS Generator NIST Tools
ISO/IEC ventilator terminology work ongoing – maintaining harmonization
Vent OOODB

See also: ICS Gen, HL7/PtCare/DCM4MD
Is is important to use an ontology language such as OWL in this nomenclature work? (consensus is not at this stage)
Nomenclature projects are also related to Regulatory and Risk Management concerns (FDA; 80001)

Review of state of additional subparts of IEEE 11073
Medical Device Application Profiles (MDAP) - Standards
· -20101 (Base Std)
· See document: x73_10101_preV2edit.pdf
· Association Control Service Element (ACSE)
· Content extended from CEN 13735

· Alternative Encoding Rules
· MDER

· MDER2 [?]

· PER

Lunch
MDAP Other
-202xx
-20101 is a long discussion (probably 2 quarters) 

So separate the -202xx into a different quarter

-20301 after that ... though that discussion should be relatively straightforward.

-203xx (RCoP)
-20401 (Common Netwkg Infra [aka CCOM])
-206zz (PHD)
-20601-->a

Harmonization (...)
DPI , ICE-PAC; ACM,; PIV
DICOM
Editing/Discussion
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