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For apologies received and scanned list of attendees see N0162a1-Draft_minutes_Annex1-attendees_of_WG7 meeting_20070430-0504.doc

	Sunday 29:


	Quarter
	Topic
	Notes

	Q1 – Q4
	1. International Affiliates Meeting
	1. (Kees Molenaar) presentation re. TC251 collaboration review, TC251 mandate, ICH mandate  WRT HL7 and ISO SDO actions.


	Monday 30:


	Quarter
	Topic
	Notes

	Q1
	2. Welcome

3. Roll-call / Introductions

4. Confirmation of agenda, 

5. Confirmation of minutes

	2. (Cooper/Reynolds)

3. (Cooper) [N0162a1 ]
4. (Cooper)  Reviewed and agreed as working final [N0161]
5. (Cooper) Reviewed the Montreal meeting notes (N0153d3)– approved.

	Q2
	6. -00000 Review



7. Tutorial materials


8. Review Specialization models / documents

	6. (Cooper / Reynolds) Discussed status and need for the 110703 Framework and Overview (11073-00000) document, especially given the general confusion of those who try to approach the standards and have difficulting putting all the pieces together.  

ACTION: Cooper to check with Harrington on estimated date of completion of draft for pre-ballot review.  

7. (Reynolds) Related to the above, the need for general (non-standard document) tutorial materials was identified.  This includes simple FAQs, as well as more detailed documents and worked examples.  Galarraga  presented some of the work his group has done to date [N0163].
ACTION: Galarraga/Reynolds to produce a FAQ-like document for tutorial puproses to the different stakeholders.

8. (Cooper) General discussion regarding the best « template » for use by the PHD group as they start drafting device specialization specifications.  Recommnedation to use the Infusor Specialization as the best available example for stucturing a specialization document. [N0164] 

ACTION: Cooper to make Infusor Specialization available to Bogia & Malcolm.



	Q3
	9. Wireless state table review


10. BP specialisation review


11. -101zz Review of medical device terminology revisions -intro
	9. (Nicu Goga) reviewed  his latest state table modelling (see papers).  Will test models, use NIST dat  as baseline for time defaults in simulations, then seek use cases for ‘real’ contrubuted timings.   [N0165 ]
10. (Voicu Groza) presented their work on NIBP.  Suggest to send (audio?) waveform used as the basis of NIBP measurement. [N0166 ]  

ACTION:  Groza will supply parametric analysis of BP waveform for 11073 Nomenclature for Atlanta.  

11. (Cooper/Krämer)  Todd provided a brief introduction to the issues surrounding the current terminology and needed revisions, including (a) issues from the final ballot such as the need to split the external terminology table into two tables, one for terminologies and the other for organizations (e.g., HL7 is not a terminology but an SDO) ; (b) issues identified during the IHE PCD prototyping exercise, especially missing semantics ; (c) difficulty in accessing the terminology, etc. [N0167 ]


	Q4
	12. Vent terminology review
	12. (Cooper/Marks - on conference call) – reviewed proposed additions to the -10101 terminology for ventilator FRC (fractional residual capacity) and spiro-dynamics.  Updated documents attached.  Also discussed was a general need to update / expand the ventilator terminology before the next revision to the standard (e.g., enabling more complete data transfer from ventilators to enterprise applications through a gateway). [N0168 ]
ACTION:  Cooper to convene another conference call of the ventilator terminology group within the next two weeks.




	Tuesday 1:


	Quarter
	Topic
	Notes

	Q1
	13. -101zz Review of medical device terminology revisions


	13. (Krämer)  Presentation of issues (primarily gaps) between the core terminology tables in the 11073-10101 standard Annex A and the listing in Annex B.  [N0167]  There was also a general discussion regarding the need to have a « gold » database version of the terminology generally available to those seeking to use and extend it.  The architecture of the -10102 and -10103 standards with XML schema definitions included is a step in this direction, and ISO CS has expressed an interest in the -101xx standards being formalized in a « standard as a database » form ; however, to date no organization has stepped forward and provided the resources necessary to move in this direction, despite the numerous project proposals that have been submitted.


	Q2
	14. Update on conformance / interoperability test tooling (from NIST, VA's MWB, etc.)





15. -10202 DIM schema
	14.  (Garguilo)  Review of the conformance test tool development that NIST has been pursuing.  This included a general discussion of test tools and what is needed by IHE PCD participants and those from other projects.    [N0169]  One issue that was discussed related to the use of INT-U8 and other similar types throughout the -10201 standard (see definition in section 7.1.2.1 of that standard).  Though the issue was acknoledged (and is noted in the published standard) it was determined to be a general limitation of various ASN.1 compilers ;  utilizing the « enhanced XER » (see below) may provide a better way of capturing these data types.


15. (Martinez)  Sandra provided an overview of the schema along with a schedule plan for standardizing this work as 11073-10202.    [N0170]  One issue that was discussed related to the ANY DEFINED BY ASN.1 used extensively throughout the DIM standard (-10201).  It was stated that perhaps the newer « enhanced XER » (XML Encoding Rules) standard could be used to provide a better mapping from the ASN.1 to the schema definition – this could be provided in a summary normative annex in the -10201 standard; however, such an activity would take quite a bit of work to accomplished and it was determine that this should be held for a future revision of the standard.


	Q3
	16. ENV FEF14271 review


ENV FEF14271 review (cont)

























17. EN1064 review








18. Annotated ECG review
	16.  (Värri)  Alpo provided a status update of the File Exchange Format CEN standard.  [N0171]  

An IBEF Lite like specification could act as a bridge between EDF/EDF+ and the ISO/IEEE-11073 family of standards, first to the sleep community, but then to the larger audience who need to store bioignals from devices more or less permanently.  There is a rather similar type of format in existence called http://www.openxdf.org/ but the developers seem to have become exhausted at version 0.6, as 0.7 has not appeared. As an alternative to IBEF Lite WG7 could perhaps take this initiative and steer it to version 1.0 with 11073 compatibility. 

Using IBEF Lite as a base (maybe not designated 'Lite') the idea would be to provide an easy XML-based format first which does not even intend to cover everything. When the implementers notice that this is simple, they can adopt it easily. When the users start asking for more features, we can start adding them from FEF and the 11073 object models and compatibility would be retained; i.e. give the potential customers a little easily and they start asking for more and more. The end result could solve the "real-time monitoring" format problem for ECG too. 

Subsequent discussion centered around what future action should be taken in this area given the lack of FEF « take up » especially within the international sleep lab community.  

Discussion points included:  
(a) Whether to address the more general issue of an X73 persistence format; 
(b) whether to base this format on current HL7 v3 (building on the current Annotated ECG model), CDAr2, MFER, or even DICOM persistence;  
(c) an additional approach was to leverage the X73 -10202 schema work that had been done by NIST (see above discussion);  
(d) this may also be a good topic of discussion with ISO TC215 WG2;  
(e) before any further action is taken, though, the follwing should be done :  
1) Who are the primary customers of such a persistence format (esp. In the sleep lab community), 
2) What are the requirements or value propositions for these stakeholders, and 
3) what is the sleep lab workflow to which this persistent format would be associated.  It was noted that if the workflow business case could be identified and described, that would probably provide a good motivation for participation by sleep lab companies.

17.  (Chronaki)  Catherine provided an update of the OpenECG group’s discussions regarding the future of the SCP-ECG (EN1064:2007) standard.  [N0172]  It was noted that the standard targetted « resting » ECG only and that there was a general need for a « real-time monitoringt » format, which is what is provided for in the current 11073 standards.   Also, need for a MIME format was identified, and i twas mentioned that MFER is already registered as a MIME format and has an SCP-ECG=>MFER transfer function defined;  Finally it was noted that though a single ECG format standard is desired by most, first getting EN1064 « into » the 11073 family of standard is a good, achievable first step; subsequent discussions can help move toward a single harmonized standard.  Some expressed a desire that this format be XML based.

ACTION:  M Reynolds to initiate MIME registration of SCP.  



18.  (Schluter) Paul provided a status update for the aECG terminology [N0173].  At this point, the terminology is in wide use for submission of clinical trial data to the FDA; however, this work item is being delayed until the IDC terminology (11073-10103) is ready, so that the two may be harmonized before going to ballot.  It is anticipated that both will be ready for final review during the september meetings.  There is also an issue of the OIDs currently used in many of the HL7 aECG data sets – these being based on the now deprecated « MDC » OID created by HL7 vs. the preferred OID contained in the ISO/IEEE 11073-10101 standard.


	Q4 + GAS SIG
	19. Discussion of SNOMED / ISO/IEEE 11073 Terminology Coordination 
	19.  (Norton)  Andrew provided an update of IOTA’s X73-to-SNOMED-CT mapping project.  [N0174]  Numerous issues were identified including the following:
· A number of « errors » or problems were discovered in the current vocabulary definitions

ACTION:  Andrew Norton will provide a list of these problems to Michael Kraemer and Todd Cooper.

· [Todd] Another problem is the need to establish policy for correction or modifications to existing, published terms that may be in use.

· [Todd] There is clearly a need to include a generalization / specialization mechanism within the vocabulary.

· Should X73 device type nomenclature be used and extended to represent the needs of IOTA (esp. based on limitations within SNOMED-CT).

· Group expressed desire that for those terms that are added to SNOMED-CT based on their presence in X73, there be a back-reference included so that those using SNOMED can determine the source of the terms.  This request has been declined in the past ; however, given the new status of SNOMED SDO, it may be a good time to issue the request again.

· Vent Modes – There were a number of ventilator mode terms that the IOTA team thought should be added to the X73 ventilator terminology.

ACTION:  Todd will set up a meeting for Andrew to provide his requests directly to the vent terminology team.

ACTION:  Andrew to provide the group with a copy of the Protege files that he has been using for this mapping exercise.

· The explicit use of MDC_ terms within the anesthesia record was discussed by the group, which in the end recommended that this be pursued by IOTA, with any needed support to be given by the X73 groups.

· It is anticipated that the newly added SNOMED-CT terms will be present in the next publication of the terminology at the end of ’07 / start of ‘08




	Wednesday 2:

	Quarter
	Topic
	Notes

	Q1+ GAS SIG
	20. Discussion of SNOMED / ISO/IEEE 11073 Terminology Coordination (cont)
	20. (Norton)   Continued from the previous day.

Discussion on IEEE_SNOMED Ventilation Mode spreadsheet [N0175-missing at time of this draft], see too [N0168].
Modes of Ventilation.

Main areas are mechanical assisted breathing,.  Where pre-coordinated terms are defined these are currently not included.

The spreadsheet is developed to identify SNOMED terms are currently matched.

No particular distinction is drawn between inspiritory assist and pressure support, concerna round this.

The gaps identified within X73 and the SNOMED terminology, should be reviewed to meet within the next two months idenify the relationship between these mode types.

A review and revisit of high frequesncy jet ventilation should be conducted.

Discussion on Gas Concentrations. There are essentially pre-set defininitions in SNOMED.

Precordinated terms that focus on ventilator activity caused some definition confusion and the distinction is not clear.

Futher discusion is required on ventilator control systems.

The group proposed that xenon be added to the similar data set.

The IOTA group needs to review the current status and then propose a plan to the group. A draft version ‘as is now’ should be pubished to the ventillator group now for continued momentum and discussion.

An ISO IEEE, SNOMED mapping document could be prodcued to show relevant relationship to reference external terminologies.

It was discussd that it is in the interest of the group to consider the anaesthetic reporting schema terminologies.

What tools are considered for terminology mapping? 



	Q2-Q4
	21. IDC review










IDC review (cont)
	21.  (Steblay/Kraus)  [N0176]
Implantable Device Cardiac Nomenclaure

Presentaton of ITI and TC IDCO Decisions

Itemise the current issues:

· Inclusions of nomenclature in IDCO profile must be completed by the end of May

· Device vendors are split on use of OBX-4

· Pre-cpordination versus post co-ordination

· Some prefer an approach that does not use OBX-4 an where the nomonclature terms are self describing snd stand alone.


· Some prefer and approach that support hierarchy thereby requiring use of OBX-4 with dot notation

· Another option is to use OBX-4 ~ ~

There is reluctance from a number of vendors to use OBX-4 data standard structure due to its current makeup.

Multiple instances of therapies in the model and data.  There is a problem uniquely identifying parametrcic instances.

Where 10 instances exist in the metrics, it was suggested that the algorithm could be grouped into subset data, which would require further classification.

The group ran throught the nomenclature data model and matched it against SNOMED data.  The model was reshaped to align it better with the current data set.  The remodeling excersise identified that the CRM Device is the main level with a number of supporting channels.  The X73 object diagram assists to explain the data methodology.  

Continued …

ACTION:  IDC group to provide a list of data/code values to Jan to allow X73 codes to be applied.  This should be accomplished by the end of May 2007.

ACTION:  The group agreed to draft out a number of examples to identify the working model activity.

It was agreed to create a working group with a specific mentor to facilitate in developng this model and structure.




	Thursday 3:

	Quarter
	Topic
	Notes

	Q1
	22. HL7 v2.x ORI (-60101) Review





23. Discussion of issues arising from the IHE Patient Care Devices project 


24. Terminology for PHD specializations, incl. Personal Health and wellness / activity monitoring
	22.  (Reynolds)  Melvin gave an udate to the group on the latest activity.  Thomas Norgall discussed that resources are required to create a work group particulary in IHE.  It was suggested that a discussion should be adpted around what should be entered into IEEE.  Technical harmonisation is required on the current content to move forward on the activity.  The current examples require further update/clarification.  The technical framework around the use of OBX-4 content requires deletion.  
ACTION:  Todd Cooper to sumarise this work item for relevant update.

HL7 implementation guide

It was discussed that it is possible a straight lift of content would be appropriate or a specific link to see the specific text.  

ACTION:  Melvin to discuss with Hans B on this item.  Propose short content with reference out to IHE for HL7 v2.7 – by September 2007.

23. (Cooper)  PCD02 appears to be the main profile that will be implemented in the future.  

ACTION:  Todd to send Jack a clarification.  

In discussion it was agreed that the specification would be best fit within 11073 and a document should be produced with the 60101 edited out.

EUI64 table entry is HL7 activity to be discussed later. 

ACTION:  Melvin to action this item – send to Vocab for v2.7, cc Hans B.

24. Lars Steubersand discussed the 11073 Nomenclature Resolution Document produced from Kurt Kermes.  The discussions of the group should be established and reported back to the PHD group.  Disese mangement classification avaialable from ICF.  See too [N0167 ]
ACTION:  Jan to draft a short summary of process.

	Q2
	25. Mapping of ISO/IEEE 11073 information model to the RIM / 13606



26. Use of v3 CMETs to convey device data

27. RTLS Presentation






	25.  (Galarraga) A presentation from Miguel included the mapping of X73 to EHR 13606. [N0177]  Melvin gave an update to the various parts to 13606.  In summary it is a standard for the communication of Health Records.  Part 1 is classified as the overall archtecture.   
An example of En13606 data xml style sheet was demonstrated to the group.  

Melvin discussed the X73/13606 model in more detail with the group.  

26.  (Cooper) In discussion it was suggested that Peter Hendler (Kaiser Permanente) should be updated to identify what stage the group are with the work item and seek further guidance and suggestions to progress.

ACTION:  Todd will contact Peter to see if he or Kaiser would be interested in championing this activity, targetting an initial presentation / discussion in the 2007-September meetings.

27.  (Popat) A presentation by Amit Popat (Epic), RTLS (Real Time Location Systems). Amit asked for group support in building query message data for asset tracking.  It was also discussed that there is a need to include an historical scheduling activty to track future needs for events/devices, as well as rules for when devices pass certain boundaries + related alerte vents, a harmonized means for expressing position / location of devices, application for home health applications, and some level of HL7 v2.x support.  [N0178]


	Q3
	28. Personal Health Device update
	28.  (Steubesand)  Presentation from Doug Bogia (presented by Lars Steubesand) on IEEE 11073 PHD update.  [N0179], see too [N0180].
Melvin summarised discussion on flipchart - that the specification activity around the following should be scoped for further clarity.

· USB, BlueTooth and U/C’s in respect of medical and consumer markets;

· Fixed Format: Standard/Extended;

· TISL;

· Co-existence for device data and care-management data – Session Transport;

· Timeout/Lifetick;

· Configuring memory cache and manager.

Its was suggested that the present standards define a standard session layer and the existing and PHD specs should be compatible.  



	Q4
	29. Inter-LAN update (Internet Protocol suite applied to device communications)
	29.  (Schnell)  Presentation from Mark Schnell.  [N0181]
There was agreement that it would be desirable to ensure that the means of conversion from the 'logical' reference information presented in 11073 documents to an 'implementation' specification should be made more explicit in the forthcoming -2xxxx docs; i.e. the documentation should be made more "friendly".



	Q5
	30. PHD Weekly TCon
	30.  (Group)  Provisions were made for a Skype-conference call phone for the weekly PHD Tcon (at 18:00 Cologne time).  General status information was reported to the group from the Cologne discussions; however, given the need to summarize the discussions + the remaining discussions scheduled for Friday morning, a more complete update was deferred until the next weekly PHD call.




	Friday 4

	Quarter
	Topic
	Notes

	Q1 + Q2























Q3
	31. Application Profiles/TISL Discussion 








Application Profiles/TISL Discussion (cont) 

32. -3yyzz Lower Layers Strategy / Work Plan review

33. Update on Risk Management for medical deivces connected to IT networks

34. 2007 September Agenda




2007 September Agenda (cont)







35. Adjourn
	31.  (Schnell)  Mark presented work done by his group regarding the definition of a Transport Indepedent Sub-Layer (TISL).  [N0182]
ACTIONS:  Lars 
(1) to convey (re Slide 20) -30501 cannot be constrained by PHD focus of BT Medical Device Profile, (2)to ask if there are BTMDP BT statements on piconets that manage both MDP and non-MDP devices, and 
(3) strongly recommend that the application level EUI64 be included in the SDP record (as is the case in the –30200 IAS definitions).

ACTIONS:  Lars to convey 
(1) not to force use of separate pipes by separate modalities, 
(2) thus to enable use of a single pipe by multiple modalities, 
(3) from TISL discussions different pipes should exist for QOS reasons, and 
(4) maximum MTU sizes may be around 1000 bytes (and transports should therefore support this requirement).

Mark Schnell gave a summary update presentation.  Jan Wittenber summarised the points from the discussions in Q1and provided a graphical representation of TISL relationships [N0183]
ACTIONS:  Mark Schnell to build initial models based on Q2 defininitions using the underlying transport model.

- Add to the current IP document -20401 a section on TISL.

- Integrate the QOSG indicator alert function.

- Security – ensure relevent paragraph(s) that will address transport level security.

32.  (Cnossen) Presentation on Lower Layers project status from Rick Cnossen (presented by Todd Cooper).  [N0184]
ACTION:  Todd to contact Joe on update for 11073-30000.  

Another issue discussed related to how the X73 standards will / will not be able to reference the BT SIG Medical Device Profiles. What are IEEE’s requirements in this regard ?

ACTION:  Jan Wittenber, Rick Cnossen, and Bob Hughes will discuss the issue and include the IEEE Standards liaison as necessary.

33. (Cooper)  Todd provided a general status update of the ISO TC215 WG7/4 & IEC SC62A JWG7 project IEC 80001 [N0157] on risk management applied to IT-networks that integrate medical devices, as well as a forward look to the group’s meetings in Leipzig May 7 – 9.  General discussion included a review of comments from GE Healthcare (Paul Schluter & John Muerke) regarding the current IEC 80001 working draft.  Key points made by Paul included the need to try and press toward a quantative model of network operation so that application of the risk managment process may have a less subjective basis.  Also, there was a discussion of how to determine when the network was « safe enough » - in other words, when the risk management process has at least reduced IT-network related patient safety risks to the same level or better than those risks posed by other aspects of the clinical environment.  

34.  (Cooper)  Initial strategy for the 2007-September meetings in Atlanta was discussed, with the following plan suggested:

Monday :
a.m.
HL7 Plenary (no DEV SIG meetings)

p.m
x73 Tutorial session
Tuesday :
a.m.
Plan and F&O, ORI + HL7 submission review

p.m
NIST, RTLS and RM updates
Wednesday :
a.m.
FEF +  SCP, GAS + v3/13606/CDA issues

p.m
aECG + IDC, Vent terms
Thursday :
a.m.
PHD

p.m
PHD
Friday :
a.m.
PHD Lower layers + TISL + InterLAN + -30400

p.m. 
(if required)

See below for next meeting dates and locations.




Next 'Devices' Meetings (not including sub-group/ task meetings): 
2007, August 27-29, ISO TC215 Working Group Meetings, Brisbane, Australia 

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

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

2007, October 1-3, CEN TC251 WGIV, Dublin, Ireland 

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 28-31, Joint ISO TC215 WG7 / CEN TC251 WGIV, 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.
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