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2nd DRAFT OF MEETING MINUTES


Dated
2008-03-25


Reference
ISO/TC 215/ WG7  – N
0192d2




	14th meeting of:
ISO/TC215 — HEALTH INFORMATICS WG7 — DEVICES, 
Jointly with IEEE EMBS 11073, and hosted by HL7 Health Care Devices (DEV) SIG, with ISO/IEC JWG7 ad-hoc task groups 1 and 3, Implantable Devices- Cardiac (IDC) and Anaesthesia (GAS) SIGs at the HL7 Working Meetings


	WG7 Secretariat:

MELVIN REYNOLDS (BSI) 
MelvinR”at”AMS-Consulting.co.uk

Error! Bookmark not defined.

	
	Meeting dates:

2008/01/13 to 2008/01/18
(Sunday January 13th to Friday January 18th, 2008)







	WG7 Convenor:

TODD COOPER (ANSI)

t.cooper”at”IEEE.org 



	
	Host:

ANSI - HL7 international 



	Host organisation: 

ANSI - HL7 international 
	
	Place:

HL7 January Working meetings at
Hyatt Regency Hotel Conference Centre, 
San Antonio, Texas, USA
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	Participants:

	Affiliation
	Name
	email

	Present

Apologies

Finland

Germany

Korea

Sweden

USA
	See Attached scanned sign-up sheets

Alpo VARRI

Kai HASSING

Michael KRAEMER

Lars STEUBESAND

Yun S KWAK 

Karin KAJBJER 

Barry BROWN
	See Attached scanned sign-up sheets see N0192att files in <<N0192d2circ-Draft_Minutes_of_WG7 meeting_20080118.zip>>



	Sunday 13:


	Quarter
	Topic
	Notes

	Q1 – Q4
	1. International affiliates meeting
	International affiliates meeting – see www.hl7.org - international affiliates for presentations and minutes

	Evening
	2. HL7 CEN ISO Joint Initiative Council
	See notes at http://www.e-health.standards.org.au/cat.asp?catid=43 


	Monday 14:


	Quarter
	Topic
	Notes

	Q1
	3. HL7 PCD SIG Co-chair elections
	Cooper and Reynolds elected as HL7 DEV-SIG co-chairs

	Q1
	4. Agenda review
	Circulated draft 5 approved, with the modification of SCP-ECG move to Monday afternoon (+ review on Tuesday if required). <<N0190-Final_agenda_of_WG7 meeting_2008-01.zip>>

	Q1
	5. General Status Update
	Cooper 

	Q2
	6. -00000 F&O Status Update
	It was noted that the current set of tandards are not simple to understand and that educational support is needed.  The document again needes revising to reflect the evolving scope of the work – this will probably be a recurrent task.  Reference to coding systems and extensions for interoperability are also needed. 

continued overleaf …

	Q2
	7. v3/CDA update
	Cooper introduced the topic with <<N0203-X73 DEV WG Update to StrucDoc 2008-01-17 r1.ppt>><<N0193-IHE PCD Showcase Block Diagram 2008 rev 0.ppt>>

Hendler presented a brief review of the RIM re CDA 

	Q3
	8. ORI / IHE PCD DEC Profile References in HL7 v2.7
	Cooper led discussion of the draft proosals submitted for consideration by HL7s InM (for EUI64 insertion in Table 301) and OO (implementation guidance text) WGs on Wednesday.  Refinements were made and example messages sought. <<N0194-HL7 v2.zip>>

	Q4
	9. -91064 SCP-ECG
	See <<N0196-SCP-ECG.zip>>

Chronaki presented a disposition of the comments received in the ISO affirmative (App15: Disapp1: Abst8) ballot of 11073-91064 

Hirai and Schluter asked some questions about this disposition.  Due to shortage of time Reynolds requested the interested parties to return with a recommendation as to whether to seek postponement of publication – or to proceed and intitate revsion/addendum to the published document

	Evening
	10. Technical Steering Committee
	The WG co-chairs attended the Technical Steering Committee at which the eveolving new management structure was presented – at least in its interim form.  The main change is that all expert groups are now Working Groups – and these are group[ed into Domains.  The Devices WG falls into the (largest) "Expert Domain".  Cross-domain co-ordination has yet to be fully worked out.

	Evening
	11. Personal Health Record Session
	At a well-attended ad hoc session of interested experts from across HL7 WGs there were presentations on the newly specified French dmp (dossier médical personnel – www.d-m-p.org), given by Ana Estelrich; on Microsoft HealthVault toolkit (note that it does not use the Continua USB specification) and on the USA Blue Cross policy regarding personal health records), given by Lenel James.


continued overleaf …

	Tuesday 15:

	Quarter
	Topic
	Notes

	Q1
	12. ISO/IEC “ICE” Overview & Discussion
	See <<N0195-ICE.zip>>

Schrenker presented the need for a clinical / clinical engineering view of a patient-oriented environment into which technologies are interposed.

Fuchs presented the intended scope and results of the ‘ICE’ proposal.  However, the NWIP failed to reach approval in IEC or ISO – the drafting group were therefore discussing furthering the work in ASTM.  

Discussion and comment regarding the unclear origin (no obvious TF in TC121), purpose and scope – which seemed to be reflected in the comments to the ballot.  Whilst it is recognised that this work is not directly related to the IEC/ISO JWG7 80001 work, it was thought that this group, or a similar one, might be the best means to facilitate further work amongst appropriate experts.

The view of the meeting was that there was probably value in aspects of the NWIP that should be encouraged in an international arena – but that further work was needed to clarify what could turn out to be a considerable body of work, requiring varied skill sets and the resulting work programme.

It was proposed that at the least following needed to be clarified:

programme management;

the implications for enterprise-level communication;

the use case process (e.g. HITSP-like);

the systems engineering life cycle processes (e.g. IEEE/ISO/IEC 15288, or 12207 for software).

Resolution from ISO TC215 WG7:
That a meeting be covened to enable interested parties to meet and agree the best way to take this work forward.  
It is therefore proposed that the meeting be held in time for reports to IEC TC62 (April 2008 – New Zealand) and ISO TC215 (May 2008 – Sweden).  
Specifically, it is suggested that FDA host this meeting in Washington D.C on February 19th 2008 – or failing that March 25th in association with the GHFT meetings.  
Further, it is suggested that, in addition to the drafting group, the following orgnisations be invited to participate in order to ensure adequate coverage of expertise, the following groups be invited: IEC TC62 (primarily SC62A), ISO TCs 210, 212 and 215, ASTM, HL7, IEEE, GHTF, MDPnP and Continua.

Action: Cooper and Eagles to make necessary contacts to facilitate a meeting.

continued overleaf …

	Q2
	13. Testing Strategy & Tool Development Update (NIST) + 
11073-10202 DIM Schema
	See << N0200-NIST.zip >>

Garguilo & Martinez reported their ValidatePDU v3 tool and its relationship to the development of the 11073-10202 DIM Schema.

Actions:
It was agreed that a weekly call would be set up by Garguilo to progress this work (with the ‘Classic’ x73 remaining the prime target and the PHD area being a strong second area worthy of support if resources permit).
Wittenber will continue to liaise closely to facilitate work.
Reynolds and Cooper will investigate means of ‘publishing’ technical adjuncts to ‘paper’ standards.
The -10202 task group will identify the likely output to be published.

	Q3
	14. -10103 (IDC Terminology) Update
	See <<N0198-IDC Nomenclature.zip>>

Steblay presented the recent approach to their work using clinical input from the Heart Rhythm Society.

Actions:
It was agreed that for IDC it is a valid process to pursue publication of –10103 as a nomenclature which is directly related to the RIM (the current idea is to use Protégé to model and support relationships).  When stable is was noted that it might well be possible and useful to relate some IDC terms to the DIM.

	Q3
	15. -10102 (aECG Terminology) Update
	Schluter presented the current status of work, see << N0197-aECG.zip >>.

The urgent need to 1) deliver numerics for DICOM use and 2) publish to support ISO approval of RCRIM work, was noted.  It was therefore agreed to attempt to provide a t least (1) within the following week.

It was stated that a bug in XML-SPY needs to be worked around in order to enable (2) publication to be achieved.

	Q4
	16. Real Time Location Services (RTLS) Update
	Fuchs introduced the topic, which was spoken to by Seppalla and Popat.  The v3 2008-01 Ballot materials (see Registries section) were used to provide an overview of the topic.  

The expectation is that the Location Role will contain a spatial coordinate entity.  Locations themselves are defined in the Patient Location topic of the pack.  A precision attribute for the tag will be a useful option.

Action: Fuchs will remain the contact point in order to move forward the Device use cases – which will be pursued in a conference call in the next week.

continued overleaf …

	Q4
	17. IHE Term “Rosetta Stone” Project
	See << N0201-Rosetta Stone.zip >>

Schluter outlined the IHE PCD reasons for trying to align the terms that different vendors use in proprietary systems – the coverage is at present about 900 terms for Connectathon / Demo purposes.

At present the –10101 doesn’t cover about 50 terms from each of the larger vendors, but which are needed for IHE.  
Need open repository for term management: XML, RDBMS
Need to clarify some abiguous terms.  

Action: Schluter to continue co-ordination with input from vendors.


	Wednesday 16:

	Quarter
	Topic
	Notes

	Q1
	18. Personal Care Devices (PHD) WG preliminaries

19. Review / prioritize -20601 ballot comments
	See << N0204-2008-01-SanAntonio-PHD.zip>>

Bogia led the day’s sessions on PHD, which were preceded by a demonstrated of PHD agent-manager communication.

The ballot responses returned to that point (100% affirmative – but with large number of comments to resolved) were reviewed:

Key Topics Identified

· 1) The optimized -20601 may not support all specializations.  

Solving may expand -10101 more than desired.  
Others may need additional modeling (Complex Class).
Alert class concept.
Usage of min, max (e.g. heart rate).

· 2) Which standard takes precedence (-20601 or classic 11073) for PHD?

Proposal 1: If normative in -20601, it takes precedence.  If informative, the other document takes precedence.
Proposal 2: Make Annex B normative so there is a “sole source” for the ASN.1 information and it is clear what must be implemented.  Could add a flag on any items that were specifically changed from classic DIM to make it clear the deltas.
Proposal 3: Do both 1 and 2.
Proposal 4: Anything not changed is copied in and marked informative.  Anything changed is added as Normative.  Anything new is Normative.  And do Proposal 1.


continued overleaf …

Proposal 5: Two annexes (normative).  One for all ASN.1 (perhaps intermingled), one for all MDC codes.  Flag the origin of items.  And do Proposal 1.  Could organize with everything that is related together.  Could also remove the Annex headers and convert to ASN.1 comments so it can just be copied.
Proposal 6: Do 5 but do not use flags as in 5.  Instead create an informative annex to tell what was copied from classic and what was copied in and changed.
Team recommendation – Proposal 6

	Q1 – part 1
	20. Joint meeting with InM re Table 301 addition of EUI-64 for v2.7
	See << N0194-HL7 v2.zip>>

Cooper / Schluter / Reynolds presented to the HL7 Infratrusture and Modelling WG the need for a reference to EUI-64 to be added to Table 301 in v2.7. The submitted proposal << N0194-1-HL7 v2.x Table 0301 Change Proposal from DEV SIG r1.doc>> was accepted with editorial amendments.

	Q1 – part 2
	21. Joint meeting with OO re ORI guidance section for v2.7
	See << N0194-HL7 v2.zip>>

Cooper / Schluter / Reynolds presented to the HL7 Orders and Observations WG the motivation for implementation guidance relating to device observation reporting.  The proposal that the submitted explanatory text, examples and external reference to the IHE PCD DEC profile (see www.ihe.net) be added to Chapter 7 in v2.7. The submitted proposal << N0194-2-HL7 v2.7 Ch. 7.5.9 IHE PCD DEC Example Change Proposal from DEV SIG r3.doc>> was accepted with editorial amendments.

NOTE: it was noted, in the same session, that because of an unrelated submission OBX3 subidentifiiers be deprecated, the dependent sections on waveform representation would be deprecated in v.2.7.

Cooper informed OO that:

· DEV WG would be bringing a v3 project proposal to the ‘Expert’ division.  OO proposed that Patrick Loyd should work to ehgage a facilitator to enable DEV to produce a suitable Clinical Statement. In this regard it was suggested to DEV that the vital signs Clinical Statement developed by Patient Care would be a good starting point (see POOBMT4100000) for the MIF – RMIM for ORI – CIS.
· Update the DEV Charter to more accurately reflect the current and evolving activity of the group – including the personal health area.
continued overleaf …

	Q2
	22. PHD WG – 
addressing high priority -20601 comments
	Bogia continued to lead session:

3) Concern about maintaining integrity of PM-Store data when moving it to the Manager

· Race conditions

· Unintentional removal of untransmitted data

· Reuse of tags

· Mgrs may not be abe to receive 64K

· Have to transfer full segment for one piece of new data

Action team: Barry, Lars, Kai, Macolm, Kurt, Doug (monitor)

	Q3
	23. PHD WG – addressing high priority -20601 comments
	Bogia continued to lead session:

4) Timeouts – is it one size fits a, shoud they be done on a per concept / APDU (method, get PM-Store, etc.) eve, should there be defaults with overrides?

Action team: Mark, Macom, ars, Barry, Kurt (monitor), Doug (monitor)

5) Resolve Communication Characteristics comments

Owner: Mark & traditional comm discussion team

	Q4
	24. PHD WG – addressing high priority -20601 comments
	Bogia continued to lead session:

6) Clarify how multiple associations work

Action team: Jan, Doug

	Q4
	25. PHD WG – Device Specialization ballot group formation
	A set of 4 motions for creating the ballot group and sending the document to the IEEE Mandatory Editorial Coordination (MEC) for their style guideline review. 

NOTE: This is just for the formation of the ballot group (and document review). According to the IEEE, it is not necessary to "freeze" the document until it is sent to the ballot group for balloting. 

Please respond yes/no/abstain on the following four items: 

To form a ballot group for IEEE 11073-10404 Pulse oximeter? Yes: 14, No: 1, Abstain:1

To form a ballot group for IEEE 11073-10408 Thermometer? Yes: 15, No: 0, Abstain:1

To form a ballot group for IEEE 11073-10441 Cardiovascular fitness and activity monitor? Yes: 13, No: 1, Abstain:2

To form a ballot group for IEEE 11073-10442 Strength fitness equipment? Yes: 12, No: 0, Abstain:4

The email list was subsequently aksed the same questions in order to ensure quorum in the PHD WG.


	Thursday 17:

	Quarter
	Topic
	Notes

	Q1 – Q4
	26. ISO/IEC JWG7 ad-hoc task groups 1 and 3 working session
	After an introduction and update by Eagles and Cooper the Task Groups broke out to further drafting associated with IEC 80001

	Q1
	27. Jointly with HL7 Structured Documents WG - Review of Continua and IHE Approaches for X73 --> CDA
	Cnossen and Alschuler reviewed the need for CCD specialisation to the Personal Health Monitoring Record (PHMR).   There was considerable discussion of the relationship between the CCD, CDA and PHMR.  The marketing value of CCD was spoken to.

Reynolds observed that though it was recognised that the PHMR was representing a simple analogue of the x73 acute devices it was thought by the devices groups to be important to retain representational consistency of device-related data irrepsprective of use domain.

There was some discussion of the need to differentiate reports and summaries – no cpnclsion was reached.  It was agreed that dynamic actions require message transactions – and are not appropriate for use of CDA documents.  It was also agreed that CDA documents can provide the context from which source data can be referenced and accessed if required.

Cooper presented the motivation in IHE for a report providing device-related data.  The intent to provide a mapping between x73 abstract semantics and the HL7 v3 RIM was highlighted.  

The Structured Documents WG recommended that a Clinical Statement model incorporating device data be proposed for CDA r3 – and that this could be used to provide a best effort fit to existing r2 structures.

Actions: 
Alschuler and Cooper to organise a joint session for Q1, Thursday in Phoenix meetings, May 2008.
Cooper to work with IHE PCD to produce proposals for v3 representation of x73 semantics. 

	Q2
	28. 11073-91064 (SCP-ECG) ballot comments
	See << N0196-SCP-ECG.zip>>

Chronaki / Hirai proposed that the approved document proceed to publication with attention to the editorial issues raised.  It was agreed that a proposal for revision, taking in to account the comments as documented in disposition, be produced by a team comprising at least Hirai, Fischer and Chiarugi.

This was unanimously agreed by the group.

	Q2 – Q4
	29. ISO/IEC JWG7 ad-hoc task groups 1 and 3 working session
	See << N0199-JWG7_TG1_3_SanAntonio_17January2008.zip>>

Eagles / Cooper used mindjet.com diagfam
See full JWG7 meeting minutes for detailed report and action assignments.

	Q4
	30. Scope a Brief to be used for promotion of participation in May Meeting
	Action: Reynolds undertook to provide clinical engineering contacts in Europe with details of these Goteburg meetings, cc Nick Mankovitz.  


continued overleaf …

	Friday 18:

	Quarter
	Topic
	Notes

	Q1
	31. Lower Layer Active Spec Status
	Schnell presented Cnossen’s slides <<??>>.  Changes were made during the meeting to update the summary list slide.

	Q1
	–30000 
	No PAR yet raised for -30000, need to get this raised.  The scope was discussed and refined – the reference to “relative path cost” was dropped from the scope.  Minor changes were made to the scope and purpose – it was decided to omit the need to address the MIB aspects from the proposal – but t oaddresss it in the content.

Some discussion of the best means to indicate the organisation and content of the documents to be addressed.

Motion: to raise IEEE PAR (and ISO preNWIP), Cooper proposes, Clarke seconds – unanimous approval.

Actions: 
Schnell to take lead on submitting PAR proposal – involve Cnossen and Wittenber.
Reynolds to raise consequent ISO, and CEN, preNWIPs

	Q1
	32. Other Transports 
	Cooper to consult with IEEE HQ on policy WRT to referncing, etc. these classes. 

	
	USB
	URL for USB Personal Healthcare Device Class v1.0 download from USB-IF is in the slideset.

	
	BT
	Bluetooth Medical Device Profile, still in process and now includes sub-team ‘WiBree’ as BT Ultra-low Power.

	
	ZigBee
	ZigBee Alliance: Personal Home / Hospital Care Task Group – actively underway, but outcome still unclear.

	Q2
	33. Other Prospective Transports 
	Wittenber reviewed some of the background associated with trying to identify a fully functioning stack where there remain a number of prospectively interesting technologies that are not yet stable enough – or of sufficient user / vendor interest. 

WWAN was of interest but this has not been followed up.

continued overleaf …

	Q2
	34. –30503
	Wittenber noted that WLAN remains of interest for acute care where 802.3 and 802.11 are used widely and the –30503 initial draft was re-introduced <<N0108_ISO_TC215_WG7_1073-30503_wLAN_d3b_06Feb06.pdf>>.  Wittenber spoke to the need to address the confidence of communication of the high priority data such as alerts and events.  

Clarke asked how the ‘application’ impacts on transprts are to best addressed in the series – Schnell noted that –20401 might be the most appropriate place at present.

Schluter asked about the interrelationship between the ‘black-box’ network and the device.  Wittenber reported that Goga has been modeling the state machine – with particular respect to examining wire-wireless and wireless-wire transitions.

Eagles noted that 3rd edition of IEC 60601.1 (in 14.13) has new requirements that begin to address the network on safety.  

Need to co-ordinate IEC 80001 content.

Content to cover in the inter-LAN area was described in the relational specification model <<N0207-11073.Inter-LAN.2008.01.18.v01.ppt>>.  Will require considerable work to cover the use-case-related needs – and joint-work with JWG7 80001.

Clarke noted that the geographic distribution dynamically impacts performance – which may not be seen in static situations.

Wittenber – may be best to target key worst-case events – and then work out from those.

	Q2
	35. -20401 – Common Network Infrastructure (IP profiling)
	Schnell presented <<??>>  the strategy for covering this area (Note: slide 9 again raises the issue of the potential need to reference out to a non-SDO document).

Need to add UDP (see e.g. –20601) use case models to supplement slide 10 agreed.

	Q2
	36. -30601 Proposal
	Clarke presented <<N0205-11073-3xxxx 2008-01-18.ppt>>.  The sense of the meeting was that it would be valuable to produce a draft in support of a PAR to be presented in the Phoenix meetings.  

Action:
Clarke to work with Schnell and Wittenber to produce, by next meetings, an outline draft -30601 in support of a PAR.

continued overleaf …

	Q3
	37. Universal Device ID (UDI) – GS1, FDA, X73
	Hay presented <<N0208-1-20080118_GS1@HealthcareDeviceWG.HL7.pdf>>.  

The use of a field identifier related to the GS1 GTIN was noted – this was thought to be a possible location for the EUI-64.  Also noted was the possible use of the federated database system facilitated by GS1 for traceability purposes.  It was thought that the GTIN could be carried in the x73 MDS attributes in a manner similar to the GMDN.

The group experessed its thanks for this useful briefing session.

Actions:
Reynolds notify the group of Janice Kite’s mail calling a traceability use-case group – see 
<<N0208-2-GS1 Traceability in Healthcare Work Team.pdf>>.
Reynolds to work with Hay to facilitate work with Tom Marley on the best means to achieve serialisation.

	Q3
	38. Unaddressed business
	60101 Status Update, -00000 F&O Status Update, -1010x status updates, -20200 Assoc Ctrl Function Update, -20201 Polling Mode Update and -20202 Async Baseline Update

	Q3
	39. Adjourn
	Cooper


Next 'Devices' Meetings (does not include interim project / task meetings): 
2008, March 12-14, TC251 WGIV, Limassol, Cyprus.

2008, May 4-9, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Phoenix, U.S.A.

2008, May 28-31, Joint ISO TC215 WG7 / CEN TC251 WGIV, ISO/IEC JWG7, Gothenberg, Sweden.

2008, September (13) 14-19, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Vancouver, Canada.

2008, October 12-15, ISO TC215 Joint Working Group meetings, Istanbul, Turkey.

2009, January (11) 12-16, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Orlando, U.S.A.

2009, May (10) 11-15, Joint IEEE 11073 / HL7 DEV SIG, Kyoto, Japan  (ISO TC215 WG7 TBD)

2009, September (20) 21-25, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Atlanta, U.S.A.
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