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Sunday

1.1 International Affiliates

1.2 SAEAF Behavior Session

See presentation:  

     SAEAF_Behavioral_education200909_THC.pptx 

Legacy HL7 v2 Dynamic Model (slide #36)

2 Monday

2.1 Plenary

2.2 Q3

Welcome & Introductions

<participants list handed around>

Patent Slides - Kathryn Cush read the IEEE Patent Disclosure & WG Guidelines slides

2.3 Q4

HL7 DEV WG - "Health" review & Planning
Facilitators:   Austin Kreisler & Ed Tripp (Domain Experts Steering 

<link to Austin's DESD-WorkGroupHealth20090916.pdf document>

Action Item Discussion:
· Set up wiki page

· Set up presence on Gforge

· Use conference calling 

· Active Projects (in Project Insight) 

· Planning projects - do not require any formal approval process

· !!! Add to GAS project as a joint participant (get Project Scope statement amended?)

· Joint Coordination Projects - External

· Ensure that HL7-specific portions are minuted properly for HL7

· ??? Formalize how external coordination projects are "managed" - 

· Note:  HL7 - IEEE-SA MoU + ISO TC215 & HL7 relationship 

· Involvement as:  Co-sponsors (credited) or Collaboration (no credit)

· !!! Look as official collaborators or co-sponsors on currently active projects

· !!! "planning" projects to establish a roadmap

· SWOT

· Send to Lynn Lasco & Austin & Ed 

· . 

· 3 Year Plan

· Add coordination as part of this 3-year plan

· !!! Post Minutes  

· Post previous minutes ... 

· Format not MANDATORY to be in HL7 format ... but must be posted!

· Web site best for "official" documents ... 

· List Server Activity

· Update Mission & Charter  

· New template (on TSC wiki page) 

· Decision Making Practices document?  

· Generic one OK ... but asks questions about 

· Specialized version (e.g., for Joint activities w/ IEEE 11073 & ISO TC215 WG7)

· !!! Credit for Chapter 7 modifications

wiki vs. web
· web: use for official documents

· wiki:  active documents / collaborative discussion

· ..

Conference Calling
· Should use this for any official HL7 business is being conducted

· If not used, then the list serve must be used to announce call  

SWOT (Strengths, Weaknesses, Opportunities, Threats) Analysis
     Reviewed Melvin's SWOT draft

     Austin noted that this was a TOOL for the WG's planning 

     Weakness:  NO modeling facilitator ... 

Projects Discussion
     !!! Need to start a small project that we can use to go through the entire project

     Join MnM, RCRIM, OO conference calls where v3 modeling is discussed

     E.g, Imaging Integration developed  CMET 

.

.

3 Tuesday

3.1 Q1

IEEE 11073 Lower Layers Chair Election (Reynolds)

· Melvin Reynolds nominated Malcolm Clarke (Brunel University, London) as new Lower Layers Chair

· Seconded by Catherine Kronaki

· Rick Cnossen (Intel, Portland OR) resigned earlier in the year from this position

· Malcolm was unanimously approved by the group

· Also, it was reaffirmed that Cooper & Reynolds are co-chairs for the IEEE 11073 Committee, and 

Update from TSC Meetings Monday Evening (Reynolds)

· The HL7 wiki page for DEV WG was created (see wiki.hl7.org)

· The DEV WG SWOT will 

ICE-PAC Review (Rhoads)

· Reviewed the ICE background slides by Goldman from 2008.03.25 ICE @ FDA meeting

· Reviewed PCA Workflow v4.pdf document

· Reviewed StdsRoadmap Framework (2).mmap (Wittenber) 

· Reviewed UML_PCA_ActivDiag_3jw.png (Rausch / Wittenber / Rhoads)

· ACTION:  Add to minutes full list of PCA related documents + ventilator items from last ICE-PAC  meeting

· ACTION:  Later today (Tuesday) work through concise list of deliverables from the ICE- PAC  analysis.

3.2 Q2

80001  Status Update Discussion (Cooper)
· Reviewed major changes from CD2 to CDV/DIS versions of document

· Worked through Questionnaire

· (Ian) Project 6 - Sources of Hazards: Ian is willing to provide some of logs & lists of examples (albeit w/o accreditation)

· (Ian) Project 7 - Case Study - operating theaters:  Questioned the potential to use such documents as a "back door"  approach to defining what may be included in the working definition of "standalone software" applications falling under  medical device regulation; It was re-emphasized that the proposed process is to issue an NWIP w/ CD for each of these  projects - not a DIS draft of the document, thus providing opportunity to review the contents and ensure that such  concerns are addressed.

80001-x HDO Guidance Discussion (Baker / Harrison)
· Dr. Baker, a possible co-chair for this guidance document, provided some thoughts regarding the direction that she would  like to see it take.

· One issue is marrying the clinical and technical perspectives on network risk management - how to successfully bring  these perspectives together to provide comprehensive RM, esp. the clinical perspective.

· Establishing effective partnerships (a la the Roles & Responsibilities)

· Drafting a document for and in the language of HDOs

· Incl. analogy of "passing the safety baton" that they have used successfully

· Include "clinical governance" - clearly state who is responsible to address issues / hold safety batons ... when ... etc.

.

IEEE-SA Coordination (Cush - see slide set)
· File:  IEEE-SA Update.ppt 

· ...

.

3.3 Q3

IEEE-SA Coordination (Cush - see slide set) - Continued
· ...

· -30200:  Kathryn/Jodi/Patty working out process w/ ISO; 

· -30400:  in ballot resolution

· ... <see notes from Patty / Kathryn / Jodi>

· PnP:  ACTION:  Todd & Melvin to take forward draft of Sponsor PnPs; call on 2009.10.02

· ACTION:  Resolve 5 year maintenance list

· ... 

IHTSDO-IEEE Coordination
· IHTSDO has come back with a revision of the IEEE initiated MoU document

· Waiting for IEEE review (incl. legal) ...

3.4 Q4

Common Product Model (Levin / Gessner)

· FDA:  UDI characteristics are in the SPL 

· SPL - U.S. based (currently) & ...

· CPM was pulled out of the SPL - but not the device component

· CPM - only deals with drugs at this point

· CPM - What are the use cases that would drive inclusion of device information

· ICSR is also a use case (w/ SPL) for the CPM

· Today, modeling for devices is in SPL, not CPM

· SPl especially for "combination" devices

· ACTION:  Christoph kick off a "planning" project

· Common Product Model (CPM):
http://www.hl7.org/v3ballot/html/domains/uvcp/uvcp.htm 
http://www.hl7.org/v3ballot/html/domains/uvcp/editable/images/POCP_DM000001UV.png
· Structured Product Labeling (SPL):
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling 
http://www.hl7.org/v3ballot/html/domains/uvrp/uvrp_StructuredProductLabeling(SPL)Release4.htm
4 Wednesday

4.1 Q0

Reviewed IEEE PAR & Standards Status (Cush)

· See slides in doc:  IEEE 5 Year Maint.ppt 

.

4.2 Q1

NIST Update
· (see slide presentation)

· Presentation was focused on status update / strategic direction (vs. detailed updates)

· "validation" - messages & corresponding HL7 profiles; wyntax & semantic content validation - NOT  WHAT A MED DEV MFGR UNDERSTANDS TO BE VALIDATION!!!

· "HL7 Web @ NIST" - v2 message testing site... work in progress...

4.3 Q2

Update from General Session (Meyer)

· HL7 Financial Update (Hans) - @ end of 2010, will have only about 6 mos reserves

· v2 / v3 / CDA committee - Stan Huff will be the facilitator, report by 2010.01

· HL7 Inc => HL7 International w/ European regional office proposed 

· Building global  "products" that bring value to the entire organization 

IDC Terminology Update (Steblay) 

· See slides / files from Nick

· Minor updates requested for the IEEE document (-10103)

· Versioning 

aECG Update (Paul Schluter)

· <see slides>

· Paul will try to get 1st complete draft by end of 2009

· Will closely track organization of the IDC terminology document

Remote Monitoring of Cardiac Patients (Chronaki)
· Slides:  iCardeaObjectives_chronaki_HL7.ppt 

· 3 year project 

· Project should surface standards gaps and need for extensions

4.4 Q3

GAS Joint Meeting (Hurrell, et al.)

· <see attached files> incl. "Anesthesiology WG has invented a monitor that has a modular construction.docx"

· Reviewed discussions to date

· Reviewed use case in file above ... 

· Desired Objective:  is to work though use case in detail, 

· Establish:

· Device Hierarchy

· Value set & data types associated with each specialization

· GAP:  formula & period associated with a given measurement (e.g., filter specifications)

· DCM has examplars that address this need; openEHR archetypes also recognize these; 

· CDA Clinical Statements also capture this requirement

· ...

· Note:  Add alert/alarm examples + waveform (continuous / snippets) (vs. trended data)

· Note:  From X73 DIM, use Sample Array constructs + persistent store constructs

· Joint Project:  GAS & DEV; DIM => RIM => CDA 

· Participants:  Andrea, Todd, Rhoads, ... 

· GAS Project Scope to be modified to add DEV WG as a co-sponsor

DCM Update (A Goossen)
· Background from 2009 Edinburgh Discussions: AnnekeGoossenR4CDCMenMedicalDevices_V_02b.pdf 

· identify a minimum set of DCMs representing device-sourced data, identify what is generic vs. specialized

· Note:  "Clinicians are not interested in devices..."

· Planning Project:  DEV w/ DCM  (Anike will advance)

· Co-sponsored between Patient Care (DCM) and DEV WGs; collaborative w/ GAS 

· ICE-PAC & DCM?  (Rhoads will bring this topic up within the ICE-PAC discussions)

4.5 Q4

Medical Device Testing & V&V (Krantz)

· Figure C.2 of EN62304:2006 Medical Device Software Life Cycle

· Validation:  did you meet your declared intended use / business requirements

· Verification:  conformance to specifics 

· In IEC:  conformance (to specs) == Verification

· FDA - s/w fully validated == completed all verification + validation test (at system)

· NIST:  "validation" checking of an assertion from a specification (e.g., a valid instantiation of an instantiated specification)

· ACTION:  Draft an IHE PCD WP on correlation between the 62304 model and the IHE Testing Model ("V&V & IHE - Medical Device Testing  in a HIT World")

MFER Update (Hirai) 

· <see slides>

1. Form 4s @ Durham  

1. -92205  CDA physiological report

2. -92206  Transform SCP-ECG to MFER

3. -92301  Electrocardiography

4. -92302  Long term ECG

5. CD in the 2010 May (Rio) meetings  - translation of current JAHIS standards 

· DIS late 2010 or early 2011; publication in 2011 / 12  

1. Part 2.1 (MFER in HL7), 2.2 (DICOM) & 3.3 (Exercise ECG) being developed

IHE 2010 Daegu Discussion (Hirai / Kwak)

· Slides:  IHE-Korea_2010_PCD Health device communication_THC.ppt 

· Note:  There is also a HIMSS 2010 May meeting in Beijing, but it is solely an industry exposition and will not include a "showcase"

· [confirming] There will also be a Continua meeting during / around the Daegu 2010 Meetings
· 2011 (spring) Congress in Tokyo ("General Assembly of Japan Medical Congress") - the Daegu Showcase will hopefully set the stage for a similar event at the Tokyo Congress.

.

5 Thursday

5.1 Q1

IHE PCD Cycle 5 wiki page for proposed tech framework extensions:

http://wiki.ihe.net/index.php?title=PCD_Proposals_Cycle_5#Cycle_5_.28Starting_Fall_2009.29_2010-2011_WorkItem_Candidates 

HITSP SDE#2 Proposal from Continua/IHE PCD Team
· File:  HITSP RMON Interface 2 Recommendation V4b.pdf

PHD to PCD (DEC/PCD-01) Mapping Issues
· Fix -104xx documents to address inconsistencies

· Should be correct before it hits the WAN interface (rejected @ WAN Device if not correct)

· Solutions should support rigorous V&V, esp. at the WAN interface 

· Question:  IEEE 11073-10201 (DIM) to DEC/PCD-01 Mapping - Possible?  Needed? Given the issues that have arisen during the relatively simple PHD data structure mapping activity - it begs the question wether the more comprehensive and "rich" data structures of the ISO/IEEE 11073-10201 domain information model can be mapped to the same HL7 v2 ORU/OBX message profiles or whether this really would need to use some other mechanism (e.g., HL7 version 3 profile or data stream based on the DIM ASN.1 definitions).

5.2 Q2

European eHealth-INTEROP & Devices (Reynolds)

· <see slides ESO_eHealth-INTEROP_Summary_v1000.pdf>

· <see also Monday plenary slides from Thorpe>

· Devices based profile introduction?

· Issues with profile "constitution"

· Use Cases  

· 2012 Use Case #3:  HITSP RMONesque ... but very well may move up, or drop off , the programme if relative demand alters

· Will not "reinvent" where international work exists...

· See section 2.4 Increase European impact in international standardization <example is device comm & semantic interop>

· ...

HITSP "Devices" Update  (Cooper)

· Provided background + status update on device related profiling activities within HITSP   

· Reviewed Ken Fuchs' overview of the Common Device Connectivity Use Case Requirements <"Fuchs - HITSP CmDC  EHR Use Case.pdf">

· Use Case @ http://healthit.hhs.gov/portal/server.pt?open=512&objID=1202&&PageID=15659&mode=2&in_hi_userid=10732&cached=true 

· The HITSP Consumer Perspective Technical Committee (CPTC) Working Group "A" is currently developing a technical  note to summarize the requirements from the CDC use case + the "meaningful use" matrix (ARRA/HITECH act) +  regulatory considerations, and to propose a roadmap w/ milestones & timeline for developing profiles that will address  these requirements.  <see attached early / initial draft document:  HITSP_V0.0.2_2009_TN905_- _Device_Connectivity.pdf>

5.3 Q3

<Melvin Reynolds Chairing...>

Report back from Vocab Joint Participants

· Only aside was related to SI unites = but general approval for our nomenclature work – and its relations to IHTSDO and UCUM.

Terminology 

· Maintenance Process

Reynolds reiterated challenges – will pursue opportunities to gain support.

MoU between IHTSDO and IEEE agreed to enable mutual x-refernecing of equivalent observable entity content.

5.4 Q4

Terminology 

· Rosetta Containment Hierarchy Document Presentation (Schluter)
Schluter reviewed this work (see RCH.1g.doc).  

Raises need for PHD policy decisions re clarification of hierarchy / term use for -104zz docs.  

Agreed to circulate .g t o11073, PHD, 215 and 251 lists with request for comments on scope, suitability, extensibility and suggested strategy for completion and publication (organisation and deliverable type).
· 2010 January Scheduling

See end of notes – PHD, LL, PCD and 80001 not detailed.
6 Friday

6.1 Q1

Lower Layer Active Spec Status Clarke
· -30200 reported. Open for amendment – 3 issues to address: PoE analysis needed for comaptibility, need for 10/100 changes, error in worked example (see THC).

· -30300 reported. Reaffirmation agreed.

· -30400 reported. Comment disposition - ~14 still open.  MC to organise t’cons to resolve – attempt by end October.

 Non-11073 Transports used in MDC Clarke
· Re-visited (TISL) shim layer proposal for forum-defined transports.  

· Recommendation was for MC to initiate an exploratory action (correct term?) to draft a white paper to highlight issues and possible value of simple recommendation / implemnentation guidance.  

· Needs review existing implementations.  

· Goal might be to allow LL to be tested as separate functions.

6.2 Q2

(PHD) Personal Care Devices update Bogia (by t'con)
· Report (and issues) from group – fed back PS findings on ambiguities – reporting and proposal detail to be resolved between PS and DB for PCD/PHD F2Fs.


Remaining business Reynolds
· Raised the issue of a large amount of work being on the table – but little resource being available to complete and contribute to work.  

· He proposed a project planning session for the next meetings to take no less than half a day on putting all the related projects on a single gannt chart such that dependencies and proiorities can be agreed.  

· This was agreed. 

Adjourn Reynolds
· The meeting adjourned at 12:00.

Next 'Device communication' Meetings (does not necessarily include interim project / task or TC meetings): 
2009, October 7 - 8, Joint ISO TC215 WG7 / IEEE 11073 / IHTSDO, Bethesda, Maryland, U.S.A. - TBC
2009, October 10-11, Joint ISO TC215 WG7 / IEEE 11073 PHD WG, Location and dates – Boston, Mass. USA - TBC
2009, October 18 – 20, ISO WG meetings, Durham, N. Carolina, USA (ISO TC215 WG7 + IEC SC62A/ISO TC215 JWG7)
2009, October 30 – November 1, CEN TC251 JWGs, Madrid, Spain.
2010, January 17 - 22, Joint HL7 / ISO TC215 WG7 / IEEE 11073 / meetings, Phoenix, Arizona, USA 
2010, May 10 - 14, ISO WG meetings, Rio de Janiero (ISO TC215 WG7 + IEC SC62A/ISO TC215 JWG7? TBD)
2010, May 16 - 21, Joint HL7 / ISO TC215 WG7 / IEEE 11073 / meetings, Rio de Janiero, Brazil (ISO TC215 WG7? TBD)
2010, October 3 – 8, Joint HL7 / ISO TC215 WG7 / IEEE 11073 / meetings, Cambridge, MA, USA (ISO TC215 WG7? TBD)
2010, October 10 - 14, CEN TC251 JWGs, Delft, Netherlands.
2011, January 9 - 14, Joint HL7 / ISO TC215 WG7 / IEEE 11073 / meetings, Orlando, Florida, USA  (or in Sydney, Australia)
2011, May / June, ISO WG meetings, Finland?
2011, September >/> November, ISO WG meetings, China?
