HL7 Plenary and Working Group Meeting – San Diego
See file attachments N0331-N0348) on  Health Care Devices Work Group Page (hl7.org/Special/committees/healthcaredevices/docs.cfm?)
Monday, 12 September 2010
Q1 and Q2: Plenary Sessions
	Monday Q3 

	Present: 

Todd Cooper (chair), John Rhoads (scribe), Jeff Rinda, John Garguilo (NIST), Vince McCauley (HL7 Australia), Joe Lewelling (AAMI), Steve Swanson (St. Jude Medical), Steve Glinsky (Medtronic, IDCO), Christof Gessner (IHE Germany), Ken Hoyme (Boston Scientific),  Karthryn Bennett (IEEE), Sandra Martinez (NIST), Nick Steblay



	Agenda Review

	HL7 International Update

There will be a “Strategic Initiative” 2012 in the January balloting package. Then there was a CEO report that included a wide ranging discussion of business plan with focus on membership growth, as well as protecting HL7 intellectual property. “Fresh Look” is seen as a key for advancing HL7 though it is still at the formative stages. Financial health improved; from $500K deficit to 400K predicted surplus at end of 2011. 

Cross SDO coordination panel and discussion. Discussion of financial difficulty of participating in multiple SDOs for members. Another area of uncertainty: SDOs and IHE work in combinations often. Each organization may have a clear picture of its mission and customers, but it can get unclear when they are working together who the constituents and what their priorities are. Christof: EHR functional model – should device group be involved. Todd will follow up with John Ritter on this topic.

	HL7 Health Care Devices Project List: 

DAM/DCM for Medical Devices – passed ballot and is waiting for comment resolution and publication.
Joint CDA work with Generation of Anesthesia Standards – see Wednesday Q2.

	IHE PCD Update – Todd reviewed latest IHE PCD webinar (see file N0346). See Thursday Q2 for related information.


	Monday Q4

	Present:

John Garguilo (NIST), Masaaki Hirai (Nihon Kohden), Joe Lewelling (AAMI), Todd Cooper (chair),  John Rhoads (scribe), Nick Steblay (Medtronics), Kathryn Bennettt (IEEE), Patty Krantz (Medtronics), Sandra Martinez (NIST)

	H7/IEEE/ISO Program Review (see files N0331-342)
IEEE Project Status – PARs to be submitted for renewal or not

Preliminary discussion of what the issues are in copyright for 10101 nomenclature Rosetta tool

Action Items: 

Ask principals about what are otherwise candidates for allowing to go into administrative withdrawal unless a plan is active to complete

-10101 under revision, one-year extension to be filed. Dependent on resolving IEEE – NIST intellectual property / tooling issues.
-10102 one-year extension to be filed. Rationale: normative content is complete, IDC project completion enables completion of the document, and it is somewhat dependent on resolving IEEE – NIST intellectual property / tooling issues.
-10201 one-year extension to be filed; extensive review and comments have been collected. Need work plan from Jan Wittenber to complete it for publication. 
-20101 one-year extension to be filed; extensive review and comments have been collected. Need work plan from Jan Wittenber to complete it for publication.

-20201 whether to file for extension still to be determined. Jan Wittenber to lead evaluation
-20202 whether to file for extension still to be determined. Jan Wittenber to lead evaluation
-20301 whether to file for extension still to be determined. Jan Wittenber to lead evaluation
-30503 whether to withdraw or to file for extension and revise still to be determined. Jan Wittenber and Malcolm Clark to review current scope, review draft document, and current wireless networking landscape.
Follow up call scheduled for Thursday, September 22.



	H7/IEEE/ISO Program Review, contd.

IEEE Policy Updates

Elimination of reaffirmations and stabilizations

Rationale: streamline and harmonize with ANSI procedures

Transition plan: see presentation

IEEE eTools: User guide to be released soon

See attached file N0336.



Tuesday, 13 September 2011
	Q1

NIST Test Tooling presentation

	Present:

Vince McCauly, Joe Lewelling, Christof Gessner, Sandra Martinez, John Garguilo, Todd Cooper (presiding), John Rhoads (recording), Masaaki Hirai, Patty Krantz, Kathryn Bennett

	John Garguilo demonstrated current version of test system with Isolated Test capability (meaning system under test is connected to NIST system playing a role as a particular IHE actor) as well as an interface to a management system that accumulates information on all tests and is accessible to test managers, and for their own tests, to vendors. First test expected mid-October as part of IHE PCD Pre-Connectathon testing.
Sandra Martinez gave a presentation on the development and status of Rosetta Terminology Mapping Management System. Now does automatic generation of “Harmonized Rosetta”. Roles: General User (read-only), Reviewer (can read, comment on all terms), Vendor (read, change own terms), SDO User (can modify), Administrator (manages user accounts). See attached presentation. Initial limited-access version planned to go live in January 2012. Note: Rosetta files still not version-controlled. Description and systematic name field still not in database.
IEEE-NIST Terminology Copyright/Licensing Resolution

· Kathryn will schedule a presentation of Sandra’s report with IEEE staff.

· Minimum public access – review but not download, single-term search, only IHE RTM terms…

· IEEE to provide a lump sum figure to enable full public access

· Other options include annual license or list of those who have purchased standard…




	Q2

	IDCO comment resolution

	Nick Steblay (presiding), Ken Hoyme, Tom Schultz, Steve Glinsky, Sandra Martinez, John Garguilo, Todd Cooper, John Rhoads, Masaaki Hirai, Alan Hobbs, Kathryn Bennett

	Discussion of comments and dispositions. Most comments resolved previously, with a few questions that will be referred to IEEE publishing person Don Messina. Note: at the conclusion of the week, the team had submitted an updated document for ballot.
Heart Rhythm Society continues to be interested in this work and plans to have an IDC showcase in their annual meeting.


	Q3, Q4 no meeting


Wednesday
	Q1 Joined Ventilator RTM TCon:
Reviewed work to date on ventilator terminology

Attendees: Jan Wittenber, Norman Jones, Paul Schluter, Ken Marks (on phone); Sandra Martinez, John Garguilo, Todd Cooper, Masaaki Hirai and colleague
Note: Todd Cooper and Sandra Martinez had a side discussion on RTMMS support for vendor-specific terminology. Need to clarify the use of “public” and “private”, and standard terms versus vendor extension.

	Joint meeting with “Generation of Anesthesia Standards” Martin Hurrell, Terri Monk, Ellen Torres,  Todd Cooper, Masaaki Hirai, John Garguilo, Sandra Martinez; Alan Nicol on phone
· Based on Turkish (Asuman Doguc) group model, but not initially compatible with CDA. Alan Nicol devised a transformation to a CDA-conformant form. Severe technical difficulties with Webex connection made communication difficult.

· Sandra Martinez noted that they may be able to use the NIST X Schema for the DIM to define the x73 models and transform to CDA form which may provide an additional path for schema validation.

· Discussion of IHTSDO “terminology authority” in relation to management of SNOMED anesthesia and medical device terms. Todd to kick off an email discussion on this topic with Andrew Norton, Christof Gessner, Terri Monk, Ellen Torres, Kathryn Bennett, Jan Wittenber. Discussion to include renewal of IHE – IHTSDO MOU due November 2011.


	Q3 FDA Interoperability Meeting
Reviewed FDA interoperability questionnaire. Intention is to have one or more telephone conferences to consider a common response from multiple SDOs and others, e.g. HL7, IEEE 11073, IHE PCD.
Christian Hay gave update on GS1 identity projects. Now a JIC project They released a mid-term report last week that Christian will forward to the group

Ioana Singureanu presented modeling work from DCM-MD. Balloted successfully, comments need to be resolved before submitting for publication.

PCIM will incorporate the DCM use cases plus extensions, then derive transactions to support the use cases.

	Q4 

Alan Hobbs, Ann Wrightson, John Garguilo, Christof Gessner, Stan Huff, Ioana Singureanu, Peter Hendler, Sandra Martinez, Steve Glinsky, Masaaki Hirai, Graham Grieve
Stan Huff v2 v3 task force – many said v3 implementation tough. Fresh Look – using the good parts with more accessible, easier ways. Detailed Clinical Models (DCM) recognized as very important and were a stimulus to setting up the Clinical Information Models Initiative (CIMI) as a direct response to how we can come up with more implementable assets.  Fresh Look will be a standing committee that will evaluate emerging technologies and other opportunities. Stan welcomed input regarding medical device integration considerations, perhaps for presentation at the January Fresh Look open session, e.g. identity management / device association use cases using RFID, RTLS technologies.
Graham Grieve: After last WGM meeting asking himself what he would do if he were starting all over. Spent two weeks creating a Fresh Look proposal building on success stories such as 37signals, using Rudy, Highrise API, REST, etc. 
See “Resources for Health” (RFH) 
Ioana asked about annotated pojos were considered as an alternative approach. This kicked off a lengthy discussion about models and implementation technologies. There are two key constituencies: (a) subject matter experts / analysts who best work with models and (b) implementers / system architects who focus on information technologies. Both must be supported in order for HL7 to progress. 


Thursday

	Q1

Attendees:

Sandra Martinez (NIST), John Garguilo (NIST), Leslie Thompkins (FDA CDRH), Todd Cooper (presiding), Alan Hobbs (Kaiser Permanente), Masaaki Hirai (HL7 Japan)

Update on FDA guidance on mobile devices (Alan Hobbs)

The FDA does not intend at this time to regulate EHR, end devices showing unaltered data (accessories to EMR) or software distribution channels like iTunes. Subset under discussion: applications that change or derive from the data in any way. Bears a relation to Universal Device Identification in, for example, positively identifying a particular malfunctioning device for recall in, say, a mesh network. (see files N0343 and N0344)
11073 Upper Levels Update (led by Jan Wittenber, on phone, Paul Schluter also participating by phone)

Discussion of standard revision and renewal plan to present to IEEE for their December meeting (deadline October 17).

Nomenclature, Domain Information Model, and Base standard under revision and in best shape for getting into ballot status. 10101, 10201 drafted and under review should be extended. 20101 depends on corresponding CEN standard

Editorial issues: Paul asked whether 11 x 17 in pages can be used for large tables. Thought the content might be possible to format on 8.5 x 11 in landscape mode with permitted small type size such as 7 point.

Another possibility for review procedure: add annotated ECG data to NIST Rosetta Terminology Mapping Management System. Todd Cooper will seek policy guidance from IEEE staff.
IDCO update (Tom Schultz)

 Comment resolutions from earlier in the week incorporated and guidance given by Don Messina (IEEE Publications) on distinguishing informative from normative data in tables. It has passed editorial review already and will soon be sent out to the ballot group.

Lower Layers update (Malcolm Clark, on phone)
30503 wireless LAN status and plan discussed. Can it be extended (at Oct 17 deadline)? Not clear how many times it has been extended. Probably possible to extend provided there is a clear plan to complete it can be presented by that time.

Personal Health Devices update (Jan Wittenber, on phone) (see file N0347))
Discussion of 11073-00103 PHD Overview Technical Report was deferred to a later date.

Discussions with Bluetooth group in Continua about layering.



	Q2
Infusion pump update

Attendees: Sandra Martinez, John Garguilo, Christof Gessner, Harry Solomon, Jeff Rinda, Todd Cooper (presiding), John Rhoads (recording), Vince McCauley, Helmut Koenig, Ana Estelrich (Phast).
Overview of recently published IHE Patient Care Device profile “Infusion Pump Event Communications” (IPEC) (see file N0348). Presentation of associated proposal to HL7 v. 2.9 for a new Trigger Event (R42) (see file N03337). Harry Solomon: concerned about mixing of event information with electronic medical related data reports. Suggests that the appropriate feed for an eMAR system is RAS O17 (to be added to the profile). Jose Teixeira (on phone) suggests that ORU message should not be used, but rather a RAS message for better integration with general clinical workflows (R01 does not support links with pharmacy workflow, which RAS does support). Jeff Rinda suggests that the two approaches serve distinct purposes. It is not intended to replace TAS messages to eMARs and other systems. It was created in direct response to eMAR vendors using PCD-01 who wanted event-specific episodic messaging. Todd Cooper pointed out that as the overall combined IHE encompassing both is on the roadmap to be developed. Ana Estelrich suggests that the concerns have been understood and discussion can continue in the Pharmacy face-to-face and communicated to the Patient Care Device face-to-face in Kansas City in October, and need to be done in a more formal, domain to domain. Erin Sparnon (on phone) displayed diagram “Safer Infusion from an IHE perspective” in comparison with “Pharmacy Interoperability Model” and discussed correspondences – she will prepare a new diagram for discussion at Pharmacy F2F. Harry Solomon points out possible future distinct requirements from nuclear medicine – radiopharmacy. These will be added as possible future use cases to be considered.



Friday, September 16

	Q1 HCD attended  Orders and Observations meeting

	Present: Hans Buitendijk, Harry Solomon, John Rhoads, Todd Cooper, Jeff Rinda, Christof Gessner

	2.8 ballot comment resolution: 
Agreed to change the ORU_R40 to the same table as ORU-11, to correct a previous error in the text.

Agreed in principle to harmonize the waveform deprecation language (see 2.8 ballot comment resolutions for specific details.

Discussed the 2.9 R42 proposal. There was no challenge to going forward with the definition. Minor revisions to the proposal per discussions this week shall be made and presented at the next OO conference call. Christof Gessner suggested including background information on the intended use of this message coming out of IHE PCD.

Meeting was adjourned.


