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	1st DRAFT OF MEETING MINUTES

FOR INFORMATION AND REQUESTS FOR CHANGE

Dated
2008-10-15


Reference
ISO/TC 215/ WG7 – N
238d2

CEN/ TC251/ WGIV – N
08-048?d2




	18th meeting of:

ISO/TC215 — HEALTH INFORMATICS WG7 — DEVICES, 
Jointly with 33rd meeting of CEN TC251 — HEALTH INFORMATICS WGIV — DEVICES at the Joint TC Working Meetings


	ISO TC215 WG7 Vice-Convenor (for Convenor):

THOMAS NORGALL (DIN) (for TODD COOPER (ANSI))

<norgall”at”computer.org> <t.cooper”at”IEEE.org>


Error! Bookmark not defined.

	
	Meeting dates:

2008/10/12 to 2008/10/15
(Sunday October 12th to Wednesday October 15th, 2008)







	CEN TC251 WGIV Convenor:

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


	
	Host:

Turkish Standards 



	Host organisation: 

Turkish Standards
	
	Place:

Istanbul, Turkey 


	Participants:

	Present – see attached N237a

	Apologies:
	Name
	Affiliation / email

	USA
	Todd Cooper
	(WG7 Convenor)


continued overleaf …

	Sunday12:
Location: Convention Center Hotel

	Quarter
	Topic
	Notes

	0800-1100  
	SDO Harmonization WG
	~90 attended – minutes at WG9 website

	1130-1430
	JIC Meeting for Harmonization 
	Meeting Closed ((JIC committee only) – policy and process matters

	1500-1800
	Operations and Harmonization 
	Convenors, Vice-Convenors and Secretaries only – process matters

	1830-2030
	Software in EC Medical Devices Directive - Risk Management 
	~50 attended – see notes at CEN TC251 website


	Monday 13:
Location: Convention Center Hotel

	Quarter
	Topic
	Notes

	0900-1000  
	1. Opening of Joint Devices Meetings
Welcome
Introductions
Approval of Agenda
Approval of Minutes

2. Appointment of officers
	Todd Cooper, Convenor of ISO WG7, not able to attend.
Apologies: Kraemer, Varri, Cooper, Schloegl, Woolman.
9 persons, 7 NBs – see attachment for details.
As amended
None available – MR to make available existing materials.

Resolutions: ISO WG7 officers:
Todd Cooper willing to continue as Convenor - agreed and approved
Thomas Norgall wlling to continue as Vice- Convenor - agreed and approved, 
Melvin Reynolds to be replaced as Secretary – noted and thanked, 
Resolutions: CEN WGIV officers:
Melvin Reynolds to be replaced as Convenor – no replacement proposed or approved, 
Thomas Norgall willing to continue as Vice–Convenor – agreed and approved
The fact that the NHS ISBHSC-provided secretariat position is currently linked to UK Convenor (and therefore the likelihood of need for replacement) was noted.

	1030-1215
	3. Device clusters for Archetypes 

4. Joint work programme review 
	MR provided an overview in preparation for the afternoon session. (see attached papers)

Ballot results in IEEE were noted.  The ISO work programme was updated (see N0241). Opportunities for joint IEEE/ISO/CEN balloting during PSDO joint work were noted. 

Resolutions: That approved IEEE 11073 PHD documents should be passed to ISO DIS ballot as ISO/IEEE standards, and that subsequent processing as EN under CEN UAP process should follow.

	1215-1315
	Lunch
	

	1315-1500
	5. Risk Management update
	Joint with ISO WG4 & CEN WG3 – R Rogers presented the current status of balloting TS 29321 and TR 29322 (see L Fourquet response to ISO TMB as edited in meeting – but note that the original text had to be submitted without opportunity for WG consultation).  
W Leetz presented difficulties (check with WG4 for slideset), to which R Rogers responded.

	1515-1700
	6. Device clusters for Archetypes 

7. Terminology Mapping 






8. UCUM 
	The issues were described briefly to WG3 members – there were no comments. (see attached papers)

The issues were recapped for WG3 members, R Cornet, M Reynolds and J-M Rodrigues agreed that no progress had been made of this work and proposed that the WI should be dropped if no need/urgency is perceived.  Jussara mentioned that Brazil is doing some work in the area and that they might be prepared to take over the work.
There was consensus that WG3 report that unless a nominated replacement leadwas identified by the next meetings (Edinburgh) the work item be dropped. (see attached papers)

M Reynolds introduced the preliminary draft NWIP for UCUM (see attached papers).  Dr Gessner undertook to be project lead should the work be approved at further, wider, discussion in the next (Edinburgh) meetings.


	Tuesday 14:
Location: Convention Center Hotel

	Quarter
	Topic
	Notes

	0900-1000  
	9. Joint programme review continued

10. PH Devices
	MR updated the WI spreadsheet.

Malcolm Clarke presented his perceptions of difficulty with the manner in which 11073-10441 and –10442 report data, there was considerable discussion and a possible work-around was proposed.  He undertook to recast his slides and white paper as the basis for an appeal to IEEE.  This redraft would test the hypothesis for treadmill intra-activity reporting that (extremely) short sessions (without sub-sesions) could be used to provide intra-activity reporting of short periods of observation. If the hypothesis is valid it is suggested to add an additional example of such reporting using a series of short (episodic) sessions without subsessions based on, e.g. treadmill usage.  If the hypothesis is invalid then the scope should be explicitly constrained to post-activity reporting – and affected example device types removed; an alternative might be seek re-drafting to include an appropriate solution.

	1030-1215
	11. File exchange format
	The papers circulated before the meeting were discussed.  A recent paper in response to the Austrian position paper and sent from Bob Kemp was reviewed and annotations added.  
The conclusion from the discussions was that EDF/EDF+ has a high level of acceptance for sleep-lab work in N America and Europe, but e.g. Japan has another local standard that is ubiquitous there though not used elsewhere.  However, for more general biosignal purposes there is much less clarity of requirement – either in Europe or beyond.
For these reasons it was decided that whilst it might be appropriate to proceed with EDF/EDF+ as the basis for a Sleep Studies data format (as proposed) it should not be construed as likely to achieve consensus for wider use.
The availability of a recent draft CEN standard for the use of EDF/EDF+ for “Sleep” was noted.

	1215-1315
	OpenEHR tools and a repository workshop
	A review of current tooling was provided – see archtypes papers.

	1315-1500
	12. MFER extensions
	T Nakayama and M Hirai presented a summary of the content of the 12-lead and long-term ECG proposals for MFER.  Documents will be made available for circulation before the end of 2008. 

There was some discussion of the relationship of this work to FEF/EDF/GDF/SCP/etc.  The group has suggested that an open resource listing of the biosignal data formats currently available be compiled – together with some analysis of scopes, technical characteristics and usage.   S Sauermann undertook to speak with A Schloegl to explore this possibility.

	1515-1630
	13. Device clusters for Archetypes
	There was further discussion of this topic (see papers circulated prior to meeting), which explored some existing archetypes (see EN/ISO 13606-2) and issues appearing to arise with them.
It was agreed that it would be useful to prepare some strawmen proposals of different general types for consideration by openEHR members as candidate generic device clusters/archtypes that could be used to populate clinical archetypes.
Experts were informed how to engage with the openEHR device archetyping activity (see papers), S Sauermann, V McCauley, M Clarke and M Reynolds agreed to attempt some joint work on the topic.  M Reynolds undertook to investigate timeliness of this initiative with NHS CfH, M Clarke to contact NIST to investigate feasibility of device specialisation to ADL mapping (with intent to look for common patterns). 

The group noted that similar work would be needed for HL7 v3 RIM subtypes.

	Time TBD
	Bosphorus Tour and Gala Dinner
	Boat trip up Bosphorous, meal at fish restaurant near Black Sea, and return boat trip.


	Wednesday 15:
Location: Convention Center Hotel

	Quarter
	Topic
	Notes

	0900-1000  
	14. Any other business

15. Resolution Preparation 
	Resolutions – 


Leadership as above

Consequent on recent clarification of IEEE/IOSO PSDO transition arrangements, the WG confirm that currently approved IEEE documents (-20601, 5x –104zz) having been jointly balloted through the joint IEEE/ISO/CEN WG will be passed from IEEE to ISO for DIS ballot as joint-label stnadrds as soon as they are available from IEEE, and requests that CEN would consequently accept the same WIs for UAP ballot.

IEEE-led systematic reviews of 11073 standards shall, in the interests retaining synchronisation of maintenance and version releases, be followed in ISO and CEN – whose experts shall input to the joit WG decisions.

	1030-1215
	16. Effects of M/403 report on the CEN work programme
	

	1300-1500
	17. Joint ISO/TC 215  CEN/TC251 Mini Plenary
	National delegation members.


Next 'Devices' Meetings (does not include interim project / task or TC meetings): 
2009, January 11 – 16, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Orlando, U.S.A.

2009, April 27 – 30, Joint CEN/ISO WG meetings, Edinburgh, UK Japan  (ISO TC215 WG7 TBD)

OR

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

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

2009, October 18 – 20, ISO WG meetings, Durham, N. Carolina, USA.
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