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	MEETING MINUTES


Dated
2008-05-23


Reference
ISO/TC 215/ WG7  – N
0214




	15th meeting of:

ISO/TC215 — HEALTH INFORMATICS WG7 — DEVICES, 
Jointly with IEEE EMBS 11073, and hosted by HL7 Health Care Devices (DEV) SIG, at the HL7 Working Meetings


	WG7 Secretariat:

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

Error! Bookmark not defined.

	
	Meeting dates:

2008/05/04 to 2008/05/09
(Sunday May 4th to Friday May 9th, 2008)







	WG7 Convenor:

TODD COOPER (ANSI)

t.cooper”at”IEEE.org 



	
	Host:

ANSI - HL7 international 



	Host organisation: 

ANSI - HL7 international 

Please register at https://www.hl7.org/events/phoenix052008/regform.asp or on arrival
	
	Place:

HL7 January Working meetings at:

The Pointe Hilton Squaw Peak Resort
7677 N. 16th Street
Phoenix, AZ 85020, USA


	Status
	Name
	Affiliation and email

	Present:
	See attached sign-up sheet
	See attached sign-up sheet N0214a

	Apologies:
	N. Goga
	NL

	
	M Kraemer
	D

	
	N Steblay
	USA


continued overleaf …

	Sunday 4:


	Quarter
	Topic
	Notes

	Q1 – Q2
	1. HL7 International affiliates meeting
	See minutes at www.hl7.org 

	Q3 + 4
	2. CEN ISO HL7 co-ordination meeting
	HL7 CEN ISO – main outcome was to draft letter to HoDs seeking early comments on DataTypes DIS such that they can be reviewed at Vancouver meetings.


	Monday 5:


	Quarter
	Topic
	Notes

	Q1
	3. Agenda review
	Cooper reviewed.  The amended, and flexible according to other meeting commitments, working agenda was approved.

	Q1
	4. IP review
	Slideset noted

	Q1
	5. Minutes from January
Actions
Matters arising
	Approval
Two taken by Reynolds not done due to lack of time – all others completed.
None not otherwise on the agenda.

	Q1
	6. HL7 ballot resolution, item co-ordination and project review 
	Brief review of reference to recommendation (7.15, .16, .17 to use v3 for waveform (agreed - should be struck).

Need to check final compilation before OO meeting

	
	7. HL7 DEV WG charter review
	1
POCT, harmonisation 

2
ORI, generalise these statements

ACTIONS: 
Indicate ORI origin of IHE PCD DEP in profile document.  Cooper / Schluter;
Draft a revised Mission and Charter to be more general - and to add the external liaisons and report back later in week. Cooper / Reynolds

	Q2
	8. Universal Device ID (UDI) – GS1, FDA, X73
	Cooper: FDA commited to traceability of whole range of devices – but is a slow process.

Reynolds: EU regulators are not clear about benefits

Hay: reported that progress is slow, but FDA and others seek a global solution.  Business driver for FDA use is traceabilty whereas for manufacturers is communication.
ACTION: OIDs for GS1 identified artefacts to be shared: Hay – see attachments

	Q2
	9. Web Proposal update
	Cooper reviewed conclusions from funding application to EMBS.  Suggestions are welcome for types of content.  See slideset.  Wittenber suggested overview spreadsheet – see email to Cooper.

	Q2
	10. CE-IT alliance
	Cooper reviewed the establishment as a joint enterprise between AAMI, ACCE and HIMSS.  See slideset

	Q2
	11. SDO summit (NCPDP)
	Cooper reviewed this initiative – which seems duplicative

	Q2
	12. FDA MDDS
	Scope strictly related to data (not electrical safety), but there seem to be questions about interpretation with respect to, e.g. ORI, 802.11e and .  Those interested are encouraged to ensure their organisations make comments / seek clarification by the deadline.  See document. 

	Q1
	13. Regulatory electronic submissions
	Cooper noted that though this is on the plans it is not currently a funded project at FDA

	Q2
	14. IEEE / ISO PSDO
	Cooper reviewed March 5 announcement of revised and formalised process. See document

	Q1
	15. ICE follow-up
	Cooper reviewed March 25 meeting slides and strawman proposal already sent to ASTM F29.  See slideset and document.

Clarke provided an interpretation of requirements, based on his discussions with Dr Goldman, on which there was some discussion.

The lengthy discussion concluded that discrete clinical use-cases for clinical decision support are needed to clarifiy the communication requirements, which coluld then be explored to examine commonality.  It was further agreed that these descriptions had to be described in a robust systems engineering terms as well as in clinically accessible text.

	Q3 – Q4
	16. MDC Standards Roadmap
	Cooper led, discussion about continuing with the ORI item.  Consensus was that the IHE PCD DEC document, as referenced from HL7 v2.7 Ch7, is adequate.  Question regarding need to retire the ISO/ IEEE 11073-60101 PAR.  

ACTION: To be resolved in Gothenburg.


Continued …

	Tuesday 6: 


	Quarter
	Topic
	Notes

	Q1
	17. Update re FDA MDDS consultation
	This closes on May 8, i.e. in 2 days, should individuals wish to make a response

	Q1
	18. Update from HL7 TSC and Experts Domain Committee meetings
	Reynolds reported the highlights from the meetings the previous evening.  

· WGs have been asked to provide revised mission and charter statements, together with brief SWOT analyses, to TSC by September meetings.

· WGs have been asked to provide a 3-year project roadmap to TSC by September meetings.

· New projects (which we have to define) are submitted to “Project Insight” tool on HL7 website.  Using this for preliminary projects too will deliver roadmap output and raise visibility of work for coordination purposes.

· New v3 tooling and vocabulary (notably OID) resources are now available.

· V3 now published as proper normative edition (not as ballot packs).

· Education sessions may be requested without having to meeting ‘sign-up’ criteria required of Tutorials – but will be publicised with Tutorials.

	Q1
	19. v3/CDA update
	Cooper reviewed the previous presentation to SD-WG and then the 

Hendler reviewed the development of documents using RIM application architecture WG (formerly JAVA-SIG).  Need to be able incorporate (device derived) clinical statements into CDA.  Find spaces in RIM where they fit, encapsulate in single data type?  


ACTION:  DEV to review Clinical Stement model to ensure fit for purpose.  


Regulatory indication – for Continua purposes a binary indicator flag – has participation role code in RIM (though role type might be better for more general use).  

Device time, report original then add the offset UTC with display of offset.

	Cooper reviewed slideset.  How best to proceed?  Get right in RIM, take to D-MIM, then ensure Clinical Statement Pattern is adequate, then take to a Template.  

Human readable content – if there is no clinical purpose then it can be hidden.  Can use a MIME link to file, or in-line the data.  

McCain (GOV SIG) has offered to co-sponsor the project including modelling facilitation (as has  OO).
The DEV WG end point is consistent representation of the device data – not the entire document.

ACTION: DEV need to identify M&M and Vocab facilitators

	Q2
	20. Roadmap discussion
	Wittenber led a discussion in parallel with the SD session and produced an annotated spreadsheet – the work was continued on Wednesday Q1.


Wittenber introduced by saying that the work presented here could be a huge amount of work.  The goal has therefore been to get a good, reasonably well verified, set of tooling.  Errors may appear in use and will have to be fixed as they appear.

Garguilo & Martinez spoke to the slideset.  Provided an outline of the –10202 document.  

	The group made a special point of congratulating the team on their timely validation contributions to the PHD development work.

	Q4
	21. ISO standards as databases
	Reynolds reviewed this very brieflyand suggested that we should approach IEEE SA with this process (ignore implementation terchnology ISO are using).  See slideset.  

	Q4
	22. IOTA update
	Norton presented current status of IOTA work.  

Whilst the progress was welcomed it was felt that the attribution of sources in SNOME CT needs to be acknowledged better in general – and for 11073 device terms in particular

Cooper noted that the systematic names are a particularly vlaubale element of the 11073 apprach and that they and the Ref_IDs are clearly CEN/ISO/IEEE IPR.

	Q4
	23. Anaesthesia schema
	Hurrell proposed that there are various options for according to use case: real time, episodic data, intermittently submitted.  

Cooper propsed a joint project to determine optimal periodic device data representation. 

Action: DEV draft a joint project with GASand ISO TC215 to assess the optimal means of providing an implementation independent representation of relevant device data.

The CDA example repository and DCM DSTU might provide useful clues.

	Q4
	24. -10102 (aECG Terminology) Update
	Schluter presented the work that he has been able to complete – which is now almost ready for ballot.

He was congratulated on finding a solution to the XSLT problem that had delayed progress.


	Wednesday 7: 


	Quarter
	Topic
	Notes

	Q1 
	25. Joint meeting with OO 
	IHE PCD Infusion.  

IHE PCD: MSH21 issue.

Cooper presented the need to define a procees and project to represent HCD data in an HL7 v3 context – with the first deliverable being an element suitable for inclusion in CDA.

	Q1
	26. Roadmap discussion continued
	Wittenber

	Q2
	27. -10103 (IDC Terminology) Update
	Schultz presented the current position.  Scope has shifted somewhat – will add explicitly to slideset.  

IEEE publication will impose particular tooling so group will co-ordinate with P Schluter.

Wittenber suggested that it would be appropriate to circulate the work in progress to clarify the architectural position. 

Actions: Schultz to circulate current work to GC list for review.

	Q2
	28. IHE Term “Rosetta Stone” Project
	Schluter presented this mapping project.

	Q2/3
	29. Ventilator terminology
	Norton / Schluter / Cooper / Wittenber all contributed to the discussion about the challenges to defining a interoperble ventilator terminology.  

ACTIONS: Norton will join the Rosetta group to assist in this, and he and Monk will seek to recruit clinical ventilation experts.

A summary of the ventilator modes discussed at the CIMIT meeting is provided.

	Q3
	30. –91064 (SCP-ECG) Update
	Chronaki presented the updating project.  There is a 3-month project to examine feasibility of converision to x73.

Some discussion of Zaragoza overlapping rationale.  

Reynolds asked what the business reasons what might be for using the work.  Chronaki agreed that there is a need to make a clear assessment on basis of the research.

	Q3
	31. –92001 (MFER) Update
	Reynolds presented on behalf of Hirai.  

Wittenber question about scope extension from ECG and other waveforms toward the Anesthesia record.

	Q4
	32. ISO/IEC JWG7 update
	Cooper reported that there are a number of comments that will be resolved in Gothenberg.  

The aim is to produce a second CD this year.

Trying to set upa meeting for later in the year in USA (at FDA?)

	Q4
	33. EUI 64 OID
	Cooper reported that there is no registered OID for the EUI 64.  

Wittenber reviewed the association control uses of OIDs within 11073.  See white paper.  

ACTION: Wittenber to produce MDC_ATTR_SYS_ID_EUI64 with code (2680), for PHD –20601 (table 2) (and re table 7.95 in-10101rev).


	Thursday 8: day chaired by WG lead – Doug Bogia
summarised here – see separate files for full detail

	Quarter
	Topic
	Notes

	Q1
	34. Welcome
	Review/adjust agenda
Review/adjust goals of face to face
Introductions
Review progress since last face to face

	Q1
	35. Update of work on each standard
	Bogia covered the slides in the file 2008-05-Phoenix-v3.ppt 

Wittenber recommended adding a specific slide that calls out the awesome work done by the Transport Team and Mark Schnell in leading that team.  The team agreed. 

ACTION: Bogia to add the slide to the slide deck [This has been done and is in the release with the minutes]

ACTION: Bogia to submit a PAR withdraw request to the IEEE for the ISO/IEEE 11073-10406 Heart/Pulse Rate specialization since that has been incorporated into Blood Pressure, Pulse Ox, and Cardio specializations instead

	Q1
	36. Discuss “hot” ISO/IEEE 11073-20601 topics
	This timeslot was set aside for reviewing any topics that people have noticed from reviewing -20601.  The standard had not been out to recirculation ballot very long so most people had not done a full review yet. 

Clarke mentioned three issues that he had observed: 
State model - had some minor concerns that there were still some items to consider in the state model / chart. 
Usage of channels - Malcolm has some proposed text he will submit with his comments that describe how to use multiple channels. 
Thresholds - was wondering if the concept of thresholds should be in -20601 rather than in the specializations.  This discussion was deferred until the specialization topics since the current modeling is being done in the Pulse Ox. 

Some of the concerns that were discussed during the meeting might be great candidates for solving in the next version of the -20601 standard.  Recommendation was to begin tracking these issues on the change request spreadsheet for the point when we start a new revision of -20601 

Bogia to begin tracking issues on the change request sheet for a future revision.  This list will be pre-populated with the 10 or so items we already deferred when we sent -20601 to the first round of balloting

Wittenber raised the possibility of some type of acknowledgement for Mark Schnell's dedication and huge contributions (both to PHD work as well as other IEEE work).  The F2F team agreed it was a great idea.  

ACTION: Wittenber to pursue with the General Committee with the full backing of the PHD team on the proposal.

	Q2
	37. Discuss “hot” device specialization topics
	Questions from Weighing Scale

Bogia covered the questions from Lars Schmitt on the final 10 comments to get feedback from the F2F team.  See the slides in 2008-05-Phoenix-v3.ppt in the "Slides for Q3 – Device Specializations" section.  The Blue text represents the original comment, the black text is Lars Schmitt comment / question, and the green text represents the F2F team feedback 

Lars Schmitt and others to take the F2F feedback and drive the open comments to closure

Questions from Activity Hub 

Carroll covered the concerns on the PM-Store in the Activity Hub specialization (summarized in the Activity Hub slide of 2008-05-Phoenix-v3.ppt).

Carroll to follow up with a few more people on removing the PM-Store and then make the required changes

Malcolm’s discussion on Type, Metric-id, Supplemental-Type

Paul’s discussion on body-site

The above two topics were discussed together since there is a relationship.  The discussion is summarized on the Usage of newly proposed attributes slide of 2008-05-Phoenix-v3.ppt 

Threshold discussion
Clarke covered his concerns / suggestion for thresholds.  The resulting discussion is summarized on the Threshold discussion slide of 2008-05-Phoenix-v3.ppt 

Thermometer comments

Template feedback

There was open time for any other discussion on Thermometer, Pulse Oximeter, or template feedback.  Some items of note were: 

The suggestion was made to begin using the Thermometer as the "device specialization template" since that has moved to the new IEEE template, yet it is still a simple specialization.  Also, the idea of copying this document to a specific template document was suggested so that can become a living template.  If there were a volunteer, it would be great to convert to more of a template style where sections that need to be replaces are called out with a description of what to place in the section. 

Doug provided information on what he was thinking for the -20601.  When -20601 reaches the point of having consensus (this recirculation if there are no Disapproves), then we would not make further modifications to the document; however, we would not send it to RevCom right away either.  We would hold it back until we had reasonable confidence that there were no further changes required by the V1 specializations.  If a change were required, we would open it up, fix that one issue, do a recirculation, and then go back into a hold pattern.  Once we reach critical mass with the specializations, we would release the set as a batch to RevCom for final approval/publishing. 

Reynolds mentioned this was a good approach to allow a bigger marketing splash as well with a number of standards going out simultaneously. 

There was no objection to this proposal. 

Looking ahead…

	Q3
	38. NIST testing plans
	Garguillo presented the NIST work.  Slide deck is available as well.

	Q3
	39. BioShirt
	Done-Sik Yoo presented work that Electronics & Telecommunications Research Institute has been doing with a BioShirt.  He will send the presentation to the PHD List Server (without the video portion).

	Q4
	40. Device survey preview
	Bogia showed the survey that was used during the initial kick off of the PHD work for selecting the first round of device specialization as well as the list of devices that are intended to be on the survey for this time.  The plan is to send this out (guessing it would be around June / July time frame) to find out which devices should be addressed next.  Then the people willing to work on the specializations would step forward to write up the PAR for submission to NesCom for approval. 

Wittenber suggested updating the survey to expand how the "Is your company willing to commit resources" question is asked.  He recommended three columns with estimated time commitments.  Something like "Company is willing to participate in conference calls (1 - 5 hours a week)", "Company is willing to review the standard (5 - 10 hours a week)", or "Company is willing to draft the standard (10 - 15 hours a week)". 

ACTION: Bogia will make the proposed change to the device specialization survey

	Q4
	41. Schedule review
	Doug reviewed the schedule with the team to allow feedback on the upcoming tasks. 

Wittenber suggested adding the NesCom dates for the September timeframe to the schedule and putting in the effort of drafting the next round of PARs 

ACTION: Bogia to add the information and send the updated schedule to the reflector

Bogia to begin scheduling the next face to face.  If we want to co-locate with HL7 in September, Cooper would like to know fairly soon so he can make the arrangements.  The HL7 / ISO / IEEE meeting will be in Vancouver, B.C. in September. 

ACTION: Bogia to send out an email to begin the selection of the next face to face time and location

Cooper noted that funding has been received to create a web site for the IEEE 11073 work with many tools available to the teams.  The intention is to carve out portions of the web site for the different teams that are doing work.  This should be available in the next few weeks. 

Meeting adjourned 4:45


Continued …

	Friday 9:


	Quarter
	Topic
	Notes

	Q1
	42. ICE follow-up (cont.)
	Wittenber presented his work following the meetings on 25 March, see slidesets.

Discussion elicited shared recognition of the complexity of handling true interactive control, particulary because the internal controls of devices are so heterogeneous.  Whereas the quick win might be to use common semantics to feed an interlock annunciator system.  It was agreed that to capture the interlock sequences and logic would nned a clinically accessible (in a technical sense) use-case and data modelling tool.

There was lengthy discussion on the need for quality systems throughout the development and use space.  It was concluded that there is a need for a multi-organisation quality system of the type shown if there is to be a strong engagement of healthcare facilites in mediating integrated control systems in the clinical environment.

All the above needs serious resource commitment.

Cooper noted that in HL7 we have strengthened relationships with Patient Safety and R-CRIM WGs in HL7 and there will be an informal session with Randy Levin in Gothenburg (mostly on SPL).

ACTION: Cooper to attempt to schedule a webex / conference call to follow up.

	Q1
	43. Waveform representation in HL7 v2
	Schluter proposed that to meet needs of the PCD “Alarm Communication Management” (ACM) profile, waveform snippets can be conveyed by using HL7 V2 OBX-5 to carry white-space separated decimal numbers, similar to how the HL7-FDA “Annotated ECG” (aECG) sent waveform samples using HL7 V3 messaging (alternatively, base64 could be used).  Is there an overall size limit to a message?  Proposed single channel per OBX.  

In V2.6 section 2.5.3.2 (max length) states 99999 should be sent for a message of indeterminate size, 65536 should be used for a very large number. 2.4 states that here is no limit to message size – MCP provides extension to messages. 

Wittenber observed that this would cover any sample array. 

ACTION: Cooper to establish wiki page to consult and propose to OO if agreement.

	Q2
	44. EU M/403 overview
	Reynolds reviewed this project – see slideset

	Q2
	45. EUI 64 for PHM-R use
	Issue resolved – see email document.

	Q2
	46. Transport update
	Cnossen reviewed the lower layers work items.  

-30400 has 114 comments (not circulated) of which 28 appear to be technical. 

ACTION: Cnossen request Schnell to provide collated comments to the ballot group before circulate in order to assess the magnitude of the work required to resolve.  Depending on the work required and Mark Schnell’s availability, we may need to solicit help to close off the comments to reballot.  
-30200 of the three options (reaffirm, amend or revise) it was agreed that an amendment PAR should be raised to address the two issues raised and a typo found by Cooper.  
Norgall commented that an amendment can lead to a trail of documents which could be difficult to manage. 
Amendment PAR Proposed, Schluter; Second, Cnossen, approved:13.0.0.
ACTION: Cooper to raise PAR.
-20401 was agreed to be really valuable and it was noted that there may be resource available in the foreseeable future.
ACTION: Cooper to seek new lead.

-30000 PAR was reviewed and the enumeration part of the Scope was amended. 

PAR proposed, Cnossen; Second, Wittenber, approved:13.0.0.
ACTION: Cooper to raise PAR.  Lead (acting) to be named on PAR – Wittenber.

Cnossen reviewed the Continua progress and release schedule.
ACTION: Cnossen to seek summary text for ‘external’ transports, as candidates for where possible, and used by Continua.

	Q2
	47. -30601 Update
	Clarke trying to gauge the relationship of this to 30000 – given original focus on now-defunct ‘best effort’ transport.  The amended scope seemed not be addressing a problem that would enable people to contribute effort.  If the scope were to be reduced to cover only XYZ there might be need but contributors are not forthcoming.

ACTION: Clarke to produce short white paper to explain options for circulation before Vancouver – so that a decision might be made there.

	Q2
	48. Adjourn
	Reynolds 


Continued …

Next 'Devices' Meetings (does not include interim project / task meetings): 
2008, May 28- June 1, Joint ISO TC215 WG7 / CEN TC251 WGIV, ISO/IEC JWG7, Gothenberg, Sweden

2008, September 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 11-16, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Orlando, U.S.A.

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.

2010, May, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Cancun/Acapulco (Mexico), Nice (France), Barcelona (Spain), Croatia, etc.?

2011, May, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Sydney (Australia), Taipei (Taiwan), Singapore, etc.?

2012, May or Sept., Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Buenos Aires (Argentina), Sao Paulo (Brazil), Paris (France), Zurich (Switzerland), etc.?
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