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	Quarter
	Topic
	Notes - Action items are shown in bold

	Sunday 25
Q1 – Q4

Evening
	· Plenary: Global Health Information Technology Standards Summit 

· Executive Council Meeting
	No actions to report directly related to ISO TC215 WG7.

	Monday 26

Q1
	1) TC215 Opening Plenary
	1) Announced Personal Health Informatics joint meeting Wednesday Q4 (hosted by WG7)

	Monday 26

Q2
	2) Welcome, agenda review sign in sheet & Introductions
	2) Welcome, roll-call, general agenda review, logistics

· Roll-call:

· Todd Cooper (U.S.A., Convenor)

· Masaaki Hirai (Japan)

· Dr. Kwak (Korea, TC 215 Chair)

· Yong Hee Lee (Korea)

· Melvin Reynolds (U.K., WG Secretary)

NOTE:  This is primarily an ISO coordination meeting; most of the technical work is accomplished in the intervening joint working group meetings.

· The meeting notice / agenda was reviewed. [TBD].
· Future meetings of WG7 were also reviewed and are listed at the end of these minutes.  This constitute a formal notice of future meetings of this working group, and as such may be used for participation planning purposes.



	Monday 26

Q3
	3) Review of JWG7 / Risk Management Activity

4) MFER Update

5) SCP-ECG Update

6) CLSI POCT1-A2
	3) Risk Management / JWG7 Update 

· First meeting of the ISO/IEC JWG7 was held in San Diego, January 11-13, in conjunction with the HL7 / IEEE 11073 / TC215 WG7 meetings (see attached draft minutes and updated working document). [TBD files]
· A SharePoint site has been established for dialogue between participants [TBD].   To be added to either JWG7 or to gain access to the SharePoint site, contact Todd Cooper (JWG7 Co-Chair) @ t.cooper@ieee.org. 

· The current working draft will be discussed at these meetings Tuesday afternoon (see comments below), and comments will be posted back to the JWG7.

· Note that this document is identified as IEC 80001; “ISO/IEC” labelled documents are only for standards from JTC1.  Also, the 80000 series has been reserved for JWG type standards, this being the first one.

· The next meeting of the group is in Leipzig, May 7-9.

· First CD is anticipated for early Summer 2007.  To coordinate with IEC, where CD is a comment stage only (no ballot required), it is proposed that the document be circulated as a 1st working draft in ISO TC215 for comment by national member bodies.  The timing will be coordinated to match that of IEC SC62A (which has the lead on this work item).

4) Update on MFER (11073-90201)

· This work item is now at stage 50.00 (FDIS), opening 2007-03-22 and closes 2007-06-22.

· There were no negative votes at the DIS ballot stage, but there were comments that were folded into the FDIS ballot.

· It is anticipated that this item will be able to proceed to publication this year.

· WG7 should consider writing an article explaining and promoting this work item.

· Additional specializations (12-lead, holter, spirometer, stress ECG, EEG, and Evoked Potentials) are underway, with the first translated draft hopefully being available in the August 2007 meetings in Australia. 

· It is also anticipating that a specification of SCP-ECG to MFER transform shall be forthcoming by the 2008 plenary.

5) SCP-ECG 

· Revised SCP-ECG has been approved for publication within Europe as CEN en1064:2007.

· CEN TC251 WGIV has consulted with the OpenECG community, whose recommendation is that en1064 be submitted for ballot as an ISO 11073 standard.

· To maintain the identity of the source standard, it is proposed that the document identifier be:  ISO 11073-91064 Health informatics – Standard communications protocol, ECG (SCP-ECG).  

· ACTION:  M. Reynolds shall produce Form 4 for submission at the Thursday plenary.  A list of anticipated national experts shall accompany the Form 4 submission to the TC215 Secretariat.

6) Update on POCT1-A2 (11073-90101)

· Though the final POCT1-A2 document has been submitted to the Secretariat for processing as an FDIS document, ISO CS is requiring that all “CLSI” (Clinical & Laboratory Standards Institute) references be removed from the documents.  Reasons for this requirement are currently not clear.

· The POCT1-A document passed ISO DIS ballot 100% affirmative, with comments.  The comments are resolved by processing the final POCT1-A2 (2nd revision) document.  This document should be able to proceed directly to publication without requiring an FDIS ballot.

· There is some confusion though regarding the ultimate format of the document (e.g., whether it has to be in ISO template format, whether there can be any references to CLSI, etc.).  

· In order to resolve these issues, a discussion should be held between ISO CS, CLSI and WG7.

	Monday 26

Q4
	7) Review of Publication issues with 11073-90201 (MFER)

8) ISO Workshop Agreements & Engagement w/Industry Consortia 
	(POCT1-A2 Discussion continued…)

· Conference call discussion with A. Saruhashi (ISO CS) & Dave Sterry (CLSI)  to resolve what needs to be done.  The result of the conference call was that CLSI needs to send an e-mail to the TC215 Secretariat (Audrey Dickerson) assigning copyright to ISO to publish the POCT1-A2 standard.  Since ISO CS already has the document and images prepared, it should be able to proceed directly to publication.

· ACTION Atsuko Saruhashi’s has provided her e-mail address (saruhashi@iso.org) to Dave Sterry.

· ACTION:  D. Sterry to have CLSI provide an e-mail to A. Dickerson assigning copyright to ISO for the POCT1-A2 standard, with a CC: to A. Saruhashi.

· ACTION:  ISO CS will proceed directly to publication of this standard using the ISO fast track process.

7) ISO CS Issues w/publication of ISO 11073-90201  

· ISO CS has difficulties with two figures in the draft 11073-90201 document.  These issues were discussed between A. Saruhashi (ISO CS) and Masaaki Hirai (Editor of 11073-90201).

· ACTION:  ISO CS will edit the diagrams and review with WG7 and Masaaki Hirai before final publication.

8) Workshop Agreements & Engagement with Industry Consortia Discussion

· There have been enquires from consortia regarding how to take the standards / specifications they are developing and move them toward more formal documents, while not incurring the process associated with full ISO standards.

· Different publication types are available, including workshop agreements, publicly available specifications, technical reports, technical specifications, and ISO standards.

· Workshop Agreements – If there are no Technical Committees that have the specific proposed scope and there is a need to rapidly pursue a specification, then a workshop may be convened.  This must be approved by NMBs in the TMB; therefore, NMBs should first be contacted before submission of the request – in other words, it is recommended to have a national sponsoring body, which will also provide the secretariat.  To become a TR, TS or IS, it must go through either a TC or a special project committee must be convened (and approved by the TMB).  After 3 years, the IAW must be reviewed, which may be result in either a renewal for 3 more years, promotion to a PAS / TS/ IS (not a TR – a IWA is a normative document).  [ISO Directives Part 1, Annex SR]

· Publicly Available Specifications – Straight majority vote on a document within a TC or SC.  Documents may be proposed by a type A or D liaison or a P member.  [ISO Directives Part 1, 3.2 PAS]



	Tuesday 27

Q1
	9) Risk Management (joint w/WG4)
	9) Joint discussion:

· Note that ISO 27799 “Health informatics – Security management in health using ISO/IEC 17799”, has been approved for publication.  [ISO 17799 “Information technology - Security techniques - Code of practice for information security management”].

· Discussion of the draft TS 29321 “Health informatics – Application of risk management to the manufacture of health software”; highlighted a number of opportunities for clarification of the relationship of this document to IEC 14971.  These were raised largely by experts from IEC TC62.  It was suggested that some wording be added to the draft document to clarify that conformance to 14971 will enable conformance to this document, TS 29321, but with the addition of the “clinical safety case” Clause 7, and product modification Clause 10.  The IEC TC62 expert noted that it would be desirable to add these requirements to 14971 in a subsequent revision.  This document is not intended to include COTS (commercial off-the-shelf) software in its scope, unless this software is included as an operational module of health software.  [Note:  The precise wording for this is TBD]  With these modifications the IEC TC62 experts were content that this document does not conflict with those in the medical devices regulatory space.

	Tuesday 27

Q2
	10) Risk Management (joint w/WG4)
	10) Joint discussion:

· Reviewed TR 29322 “Health informatics – Guidance on risk evaluation and management in the deployment and use of health software.”  It was explained that this document builds upon the clinical safety case output of TS 29321.  Document development shall proceed and be further reviewed in the 2007 August meetings in Brisbane. 

· Reviewed the output of the 2006 Geneva meetings by Steve Daniels, on behalf of Paul Budgen, regarding delivery of a concise and coherent risk management approach within available and future health domain standards and/or how to instil and effective risk management based approach within the standards development process.  It was confirmed that the U.K. will submit a TR NWIP in the 2007 August meetings covering the first of these issues, entitled (approx.) “Health informatics – Capturing correctly the spectrum across the domain”.

	Tuesday 27

Q3
	11) JWG7 RM Review
	11) General discussion regarding 80001 (incl. WG4 Steve Daniels & Ray Rogers)

· General discussion reviewing the relationship between ISO 14971, ISO 29321, ISO 29322 and IEC 80001.  It is imperative that the JWG7 understands not only the device RM context (e.g., per 14971) but also that of the broader health informatics RM.  A key issue is that health informatics software is vast and only a small part of it can be considered “medical devices”.  This is complicated by recent definitions of “medical device” within, for example, the GHTF.

· Detailed comments to IEC 80001 were prepared by S. Daniels, but mostly highlight either (a) a general lack of understanding on the part of the drafters between medical device RM and I.T. RM, and (b) a discontinuity between the more foundational ISO 14971 and this IEC draft document.  If the outline of 80001 more closely followed that of 14971, then it would be much easier to understand and to follow from one to the other.  Additionally, it would be good to add an informative annex that details the differences between the two standards.

· ACTION:  S. Daniels will formalize his previously drafted comments, update them to reflect today’s discussions, and submit them to the WG7 Secretariat (M. Reynolds) for distribution, incl. to JWG7 leadership.

· ACTION:  T. Cooper will convene a conference call with Steve Daniels and the JWG7 leadership to discuss both the general positioning / role of the 80001 standard, as well as the detailed comments.  The call should be scheduled during the weeks of April 9th or 16th.

· ACTION:  T. Cooper to ensure that TC215 participants are added to official JWG7 membership list.  This should include Alexander Kraus (Germany).

	Tuesday 27

Q4
	<open>
	

	Wednesday 
28

Q1
	12) IDC Terminology & messaging Profile Update


	12) IDC (Implantable Device, Cardiac “pacemaker”) Terminology & Messaging Profile Update

· IDC HL7 v2.x Contained Object Representation – Issues raised by Alexander Kraus (Germany) regarding the use of OBX and OBR fields to represent containment information were reviewed.  ACTION:  T. Cooper to respond to A. Kraus and the IDC group lead with the following: “During the ISO TC215 WG7 meeting today in Montreal, we discussed your previous e-mails regarding the representation of object containment information within an HL7 v2.x message.

In general we understand and concur with your concerns about the complex relationship between the OBR - OBX containment relationship formalization approach.

Our recommendation is that the IDC group follow the approach set forth in the draft ISO/IEEE 11073-60101 HL7 ver 2.x ORI Gateway, which will be updated per the related and refined content in the IHE PCD Year 1 Technical Framework, volume 2.  

In short, this approach uses only OBX-4 fields to represent containment information.  If I remember right, provision was made to include only that containment information that is necessary to ensure unique identification of a given parameter within its information context.

As regards to your concerns expressed in your e-mail dated 2007-03-26 regarding the use of the OBX-4 observation sub ID, the citation you provided is applicable only to the implementation guide for lab to ambulatory EHR (ELINCS), and thus shouldn't constrain more general applications such as that of the IDC0 and device informatics in general.”
· Terminology Update – It is anticipated that there will be a pre-ballot review of the proposed IDC terminology during the upcoming working group meetings in Cologne 2007 April/May.  Currently these discussions are scheduled for Q2 – Q4 Wednesday, May 2nd.  



	
	13) MFER & CDA2 Update

14) Glucose Meter Specialization Update
	13) MFER & CDA2 

· M. Hirai reviewed how CDA2 is used to reference MFER (ISO/IEEE 11073-90201) files.  This represents an important contribution for the application of CDA2 to the conveyance of device related data.  During discussion, it was proposed that (a) translation of this MFER specification (Part 2.5 Reporting with CDA) be translated as soon as possible and forwarded as an ISO 11073 TS (?); and (b) that examples of this specification and reports be provided to other groups within the TC 215 as appropriate.  

· Additionally, it was discussed that since additional MFER specifications are to be translated and advanced as ISO 11073 TS’s, an approach should be determined that will allow consistent mapping from the MFER document part numbers to the 11073-902XX partition.  The key question here is whether this -902xx part number is limited to 5 digits or may be expanded to 6.

· ACTION:  T. Cooper & M. Reynolds will work to have the HL7 OID for the ISO/IEEE 11073-10101 “MDC” terminology normalized to the OID published within the target standard.  

· ACTION:  M. Reynolds to determine whether document part numbers may be expanded to 6 digits, and if so, whether the current 11073-90201 document may be changed to -902100 before publication.

· ACTION:  M. Reynolds to coordinate with ISO TC215 WG2 (Ed Hammond / Michio Kimura) regarding CDAr2 structure, and with WG1 (Dipak Kalra) regarding CEN/ISO 13606 Part 5, archetypes. 

· ACTION:  M. Hirai to advance the translation of MFER part 2.5 (Reporting with CDA), part 2.? (SCP-ECG), and part 3.1 (12-lead ECG) [in this order of priority].  It is hoped that these could be prepared for submission to the TC as TS NWIPs in the 2007 August meetings in Brisbane. -90201 vs. -92100

14) Update of Glucose Meter Device Specialization and Korea Delegation’s Activities

· Dr. Kwak (Korea) raised the need for better communication between the Korean team that has been working on a glucose meter medical device specialization and the X73 standards groups.  It was mentioned that with the creation of the IEEE Personal Health Working Group, a glucose meter specialization project has been created, and the Korean team has been invited to take leadership within that specialization project.  This will not be a topic of discussion at the upcoming WG meetings in Cologne Germany (2007 April/May), but should be ready for discussion summer 2007.

· ACTION:  Dr. Kwak will work with the Korean glucose meter team to help them engage with the IEEE PHD WG, and especially the glucose meter specialization project.



	Wednesday 
28

Q2
	15) IHE PCD PC TCon 

16) Open EHR blood pressure archetypes
	15) Review of OpenEHR blood pressure archetype (from UK NHS) provided for comment.  The available archetype was reviewed and a significant number of issues noted that require harmonisation or clarification.  An annotated document was prepared.

· ACTION: M Reynolds to submit response to Laura Sato, cc to D Kalra (WG1), A Norton, T Monk, and E Hammond (WG2).

16) Standards Maintenance activities:

· Terminology Update (11073-10101) progress report expected for Cologne

· SNOMED Coordination

Working being done by IOTA team (Dr. Teri Monk / Dr. Martin Hurrell / Dr. Andrew Norton)

Anticipate submission of “join” requests to SNOMED, to be reviewed in the upcoming Cologne meetings (2007/05).

· X73 Overview & Framework (11073-00000) final draft expected for Cologne

· HL7 ORI (11073-60101) final draft expected for Cologne

· Information Model (11073-10201) progress report expected for Cologne

17) New Standards Progress

· XML Schema of Information Model (11073-10202) progress report expected for Cologne

· aECG Terminology (11073-10102) final draft expected in Cologne

· Implantable Device, Cardiac Terminology (11073-10103) final draft expected in Cologne

· Transport:  Ethernet (cabled) – not addressed

· Transport:  wLAN (802.11.x) – not addressed

· Transport Framework & Overview (11073-30000)

· Application Profiles (11073-20200, -20201 & -20202) final drafts expected in Cologne

18) X73 Internet Application Services WG – not addressed



	Wednesday 
28

Q3
	17) Plenary Report Drafting
	19) ISO & X73 Work Programme review (spreadsheet)

<Draft preliminary report for WG7 to the closing Plenary session incl. resolutions>

	Wednesday 
28

Q4
	18) Personal Health Informatics Discussion (w/WG8)
	20) Personal Health Informatics / Devices Discussion

· Attendees: 

· Todd Cooper (WG7, chair)
USA
t.cooper@ieee.org 

· Jussara Roettzch
BRAZIL
jussara.macedo@ans.gov.br 

· Rigoleta Dutra
BRAZIL
rigoleta.dutra@ans.gov.br 

· Lincoln Moura
BRAZIL
lamoura@vol.com.br
· Beatriz Leau
BRAZIL
bfleau@terra.com.br 

· Jill Kaufman
USA
jillkauf@us.ibm.com 

· Joseph Baptist
NETHERLANDS
Baptist@nictiz.nl 

· Dipak Kalra
UK
d.kalra@chime.ucl.ac.uk 

· Gary Dickinson
USA
gary.dickinson@ehr-standards.com
· Yun Sik Kwak
KOREA
yskwak@knu.ac.kr 

· John Ritter
USA
john.ritter@intel.com
· Elizabeth Hanley
AUSTRALIA
elizabeth.hanley@standards.org.au
· Richard Dixon-Hughes (WG8)
AUSTRALIA
richard@dh4.com.au
· Hideshige Hasegawa
JAPAN
hide.hasegawa@mx8.ttcm.nc.jp
· Daisuke Yamakata
JAPAN
yamakata@bioinfo.tmd.ac.jp
· Ed Hammond
USA
hammo001@mc.duke.edu
· Melvin Reynolds
UK
melvinr@ams-consulting.co.uk 

· T Cooper introduced the convergent interests between the consumer electronic industry, the established medical devices industry, health service providers and citizens that this rapidly evolving area represents.  He briefly introduced related IEEE PHD WG items and the relationship that this opens relationships with consortia and other non-SDO organizations – and thence to HL7, ISO, openEHR, IHE (PHD & PCC/XPHR Profile) and similar activities.

· T Cooper reviewed apparent scope:

a) Personal Health Monitoring

b) Wellness

c) Chronic Care

d) Care of the Elderly (incl. Social Alarms)

e) Telecare

f) Risk Management Aspects

g) PHR => EHR Integration (IHE XPHR…)

h) Personally Held Records vs. Personal Health Records (“banking” Service Model)

· Discussion was then wide-ranging but concentrated largely on what the undefined ’personal health record’ constituted.  It was noted that there already exist a number of reports and, in HL7, functional profiling of the general topic.  It was agreed that these should be summarised as an internal report to TC215 – with consequent recommendations as to any actions that the TC should pursue.

· Regarding the device communication aspects of the topic, the continuum between devices and more or less detailed records was noted – and the need for plug and play interoperability that, from the perspective of health/social care provider and citizen, that this imposes.

· The assembled group agreed the following resolutions be proposed to the TC:

a) Resolve that ISO/TC215 approves the recommendation of a joint meeting of representatives and experts from WGs 1, 2, 7, and 8 to form a Personal Health Task Group that shall develop a report to the TC by the 2008 Plenary meetings containing (a) a survey of reports and specifications in this area; and (b) recommendations regarding future actions within ISO/TC215 in support of personal health informatics, 
and be it further
Resolved that Melvin Reynolds (U.K.) serve as Convener of this Task Group.

b) Resolved that ISO/TC215 approves the recommendation of WG7 to issue an invitation to the Continua Health Alliance to request a Type A Liaison with ISO/TC215, specifically to submit Publicly Available Specifications (PAS) in the areas of personal fitness/wellness and living activity monitoring devices.

· Potential Task Group members identified:

· Melvin Reynolds (convenor)
UK
melvinr@ams-consulting.co.uk 

· Todd Cooper
USA
t.cooper@ieee.org 

· Beatriz Leau
BRAZIL
bfleau@terra.com.br 

· Jill Kaufman
USA
jillkauf@us.ibm.com 

· Joseph Baptist
NETHERLANDS
Baptist@nictiz.nl 

· Dipak Kalra
UK
d.kalra@chime.ucl.ac.uk 

· Gary Dickinson
USA
gary.dickinson@ehr-standards.com
· Yun Sik Kwak
KOREA
yskwak@knu.ac.kr 

· John Ritter
USA
john.ritter@intel.com
· Richard Dixon-Hughes (WG8)
AUSTRALIA
richard@dh4.com.au
· Hideshige Hasegawa
JAPAN
hide.hasegawa@mx8.ttcm.nc.jp


	
	19) 
	21) 



Meeting adjourned: 
17:00

Next meetings:
29 April – 4 May, 2007, Joint Working Meetings with CEN TC251, IEEE1073 and HL7 Cologne, Germany;


2007, May 7 – 9, ISO/IEC Joint Working Group 7, Leipzig, Germany


2007, August 27-29, ISO TC215 Working Group Meetings, Brisbane, Australia


(Tentative) 2007, September 9-11, ISO/IEC Joint Working Group 7, Virginia (Virginia Tech University), U.S.A.


2007, September 16-21, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, Atlanta, U.S.A.


2008, January 13-18, Joint ISO TC215 WG7 / IEEE 11073 / HL7 DEV SIG, San Antonio, U.S.A.


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


2008, May 28 – June 1, ISO TC215 Plenary Meetings, Gothenberg, Sweden


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


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

Associated documents are provided with sequential numbers ISO/TC 215/ WG7 - 

N01xx to –N01xx and associated with this document.
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