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1.

INTRODUCTION

The International Organization for Standardization (ISO) is the world's largest developer of
standards. Although ISO's principal activity is the development of technical standards, ISO
standards also have important economic and social repercussions. ISO is a network of the
national standards institutes of 164 countries, on the basis of one member per country, with
a Central Secretariat in Geneva, Switzerland.
ISO develops health informatics standards through technical committee ISO/TC 215 Health
Informatics, which conducts its activities through the following working groups (WGs) and
other organisational units:


TC 215 Executive Council - responsible for executive leadership and strategy



WG 1

Data Structure



WG 2

Data Interchange



WG 3

Semantic Content [Convenor: Heather Grain (Australia)]



Traditional Medicine Task Force (reporting through WG 3)



WG 4



Patient Safety & Quality Task Force (reporting through WG 4)



WG 6

Pharmacy and Medication Business



WG 7

Devices



WG 8

Business Requirements for EHRs [Secretariat: Australia]



Operations and Harmonization Committee – coordinates working group activity,

Security, Safety and Privacy

secretariat processes and TC 215 work program


Cross-SDO (xSDO) Harmonization Advisory Group – works with Joint Initiative
Council (JIC) for Health Informatics SDO Harmonization in overseeing joint standards
projects.

The first ISO/TC 215 meeting for 2012 was held from 6 to 9 May in Vancouver, Canada and
was attended by 10 Australian delegates (with funding assistance provided by the
Department of Health and Ageing for 9 of these delegates and by NEHTA for one delegate).
ISO/TC 215’s activities are mirrored in Australia by Standards Australia Technical
Committee, IT-014 on Health Informatics.
The benefits that the Australian Healthcare Community derives from Australian
representation at international meetings such as this one are significant and ongoing. It is
recognised that it is vitally important to ensure that an Australian national position is
represented at such meetings. The most effective way of achieving this is to ensure that a
delegation is comprised of the appropriate mix of skills and expertise in order that priority
areas are comprehensively addressed.
ISO health informatics standards have tended to focus on policy, governance and functional
best practice applicable to the eHealth agenda - as opposed to the technical perspective
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found in HL7 and the content perspective of International Health Terminology Standards
Development Organisation (IHTSDO). However, the formal relationships between each of
these organisations are being extended through regular meetings of their representatives
through the Joint Initiative Council (JIC) resulting in increasing collaborative effort to
harmonise standards development along a continuum that includes policy, governance ,
quality/safety and implementation pathways. As a result, ISO/TC 215 has provided an
international forum in which key technical standards such as HL7v2.5, HL7v3 RIM,
coordinated data types, HL7v3 CDA R2 and the CDISC BRIDG model are being jointly
developed for acceptance as full international standards.

2.

OBJECTIVES OF THE MEETING

Australia participates in international standards development activities in accordance with
its obligations under World Trade Organisation treaties. The overarching objectives ar e to
benefit the Australian health system and wider community by:


Improving Australian capacity to implement health informatics standards and eHealth
systems by expanding local knowledge and expertise based on international best
practice.



Promoting free trade and its benefits to health ICT (by lowering the cost of integrating
and implementing local health information systems, many of which are imported, and
by reducing costs to Australian exporters) – both these outcomes require Australian
requirements to be embedded into global standards so that they can be adopted in
Australia, rather than having different standards across domestic and international
markets.



Improving Australian health information systems by facilitating a standards -based
approach to development and implementation, and achieving interoperability between
systems.

Specific objectives for Australian engagement in international standardi zation via
ISO/TC 215 (Health Informatics) include:


Monitoring and influencing ISO/TC 215’s strategic positioning and business model,
encouraging it in leading collaboration with other global Standards Development
Organisations (SDOs), and assessing and influencing its outputs so as to maximise
Australia’s capacity to ensure that our health information interchange and related
requirements are supported unambiguously by international standards. A more global
approach to standards development was a specific request to ISO from a range of
national eHealth programs, including Australia’s.



Negotiating specific objectives for EHR, Personal Health Record (PHR) and health
ICT safety standards.



Progressing

EHR

Communication,

Data

Harmonisation,

Subject

of

Care

Identification, Provider Identification, and EHR/PHR Systems requirements standards
into and through balloting, and assessing and contributing to other standards
required for implementation of EHR and personal health record (PHR) applications .
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Advocating for consistency between major SDOs currently developing approaches to
EHR interoperability, including consistency regarding data types, object constraint
models, health information service architectures, and clinical information models and
their representation.



Facilitating consistency and collaboration between global SDOs in development and
adoption of health informatics standards – including encouragement of and
participation in harmonisation activities through the Joint Initiative Council (JIC) of
ISO, CEN, HL7, IHTSDO, CDISC and GS1 and the JIC Harmonisation stream at
ISO/TC 215 meetings (ISO/TC 215 /WG9).



Leading development of consistent terminology and an approved lexicon of terms
and thesaurus for use across all ISO health informatics standards.



Progressing

information

security

standards,

including

(where

appropriate)

encouraging finalization of standards on: Secure archiving of electronic health
records; Security management in health using ISO/IEC 27002; Privilege management
and access control (PMAC); Audit trails for electronic health records; Functional and
structural roles; Information security management for remote maintenance of medical
devices (guideline); Dynamic VPN access to health networks, and EN13606 Part 4
within ISO.


Supporting the proposed liaison between ISO/TC 215 and ISO/IEC Joint Technical
Committee 1 (JTC 1) with a view to encouraging collaboration on IT standards
affecting health care delivery and avoiding duplication of work.

Relevance to NEHTA programs - NEHTA has endorsed a range of Australian Standards
derived from international standards work some of which were included in a Natio nal
eHealth Standards Catalogue. A more recent review has identified many of potential
relevance to development of the Personally Controlled Electronic Health Record (PCEHR).
As the implementation of PCEHR and other eHealth initiatives is based on a growing body
of these standards, it is important that Australia continues to be involved in the international
forums that develop, manage and maintain these, and other potentially relevant, health
informatics standards.
ISO/TC 215 holds two full international meetings per year. The first (in May) is known as the
“Plenary Meeting” because it includes plenary sessions in which formal resolutions are
taken in addition to meetings of TC 215’s eight domain-specific working groups.
The second meeting, (in September/October) is the “Joint Working Group Meeting”
because it mainly comprises meetings of the working groups but, in recent years, has also
included a smaller “mini-plenary” to progress urgent matters.
The event is a true working meeting, not a conference, with many individual groups meeting
to develop, discuss and improve ISO standards, processes and implementation guides and
to determine the most effective way to meet the needs of the stakeholders – both those
present at the meeting and those in the wider community of interest.
The meeting proper was preceded by a one-day working session of the Joint Initiative
Council (JIC) in open forum. The Australian delegation also met on the evening before the
official meeting commenced.
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This particular Australian delegation had a good mix of skills and was able to cover most
aspects of the meeting.

3.

MEETING AGENDA

The agenda for the five days of the TC 215 meeting (including JIC pre-meeting) is provided
in Appendix A.

4.

RECOMMENDATIONS ARISING FROM THE
MEETING

The principal issues / actions and recommendations identified by the Australian delegation
at the May 2012 ISO/TC 215 meeting are summarised in this section. Alignment to the
IT-014 Committee Structure is also listed.

Topic
Executive Council
Voting on international
ballots

Executive Council
Health Informatics
Standards Glossary and
Knowledge Management
Tool

Issue/Action and Recommendations for Australia

New voting requirements, in particular the need to justify a
‘yes’ vote.

Suggested
responsibility
& alignment to
IT-014
IT-014

Action: It is suggested that the relevant working group
within IT-014 be asked to provide the justification for future
Yes votes to assist IT-014 in preparing ballot responses.
This is in relation to the ongoing development and usage of the
Standards Knowledge Management Tool (SKMT) in ISO/TC
215 work and more broadly.

IT-014
IT-014-01
IT-014-02

Recommendations:


Australia continues to support the development and
promotes the usage of the SKMT



Australia assists in driving a greater level of awareness of
the relationship between the various “meta-informatics”
resources including SKMT, the HI wiki and other tools



Consideration be given to development of an Australian
portal to provide easier access to Australian Standards

NEHTA

Action: IT-014 to continue support for use of SKMT to
inform our own definition developments in our documents,
as well as our international contribution.
Action: Consider development of an Australian standardspecific portal.
Executive Council
Assessment criteria for
projects

Progress toward identification and recommendation of more
rigorous processes for project prioritisation were presented to
TC 215 Executive Council. It was particularly noted that these
would complement proposed new roles under the proposed
TC 215 organisation structure and the greater responsibilities
of TC chairs and secretariats to vet new work item proposals
under the most recent (April 2012) edition of the ISO/IEC
Directives.
Action: Richard Dixon Hughes to finalise and circulate to
Business Planning Task Force the report on proposed
project assessment and prioritization criteria for TC 215.
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Topic
WG 1
ISO 13972 Quality
requirements and
methodology for
detailed clinical models

Issue/Action and Recommendations for Australia
For more than 3 years Australia has been actively participating
in trying to ensure that the final published output of 13972 is
inclusive of all clinical models and a useful, positive resource to
support improved quality and processes for clinical modelling.

Suggested
responsibility
& alignment to
IT-014
IT-014-09

Following the recent CD ballot, 4 national member bodies
expressed some significant concerns regarding content. At this
meeting the target of an International Standard was reviewed
and it was agreed to re-target this publication as a Technical
Specification. This is a much more acceptable outcome to the
Australian experts.
As a result, the published specification will now be published
as a single document rather than multiple parts, with intent to
clearly demarcate between normative statements and
informative description of good or common practice.
Action: IT-014-09 to monitor progress of the revised single
document to ensure that it will be applicable for all clinical
models, repositories and potential governance within the
Australian context.
Action: Australian experts to participate in the revisions of
the document to ensure content is appropriately partitioned
into normative and informative content.

WG 1
ISO 13606 Electronic
health record
communication

The 5 parts of ISO 13606 are all due for review. A NP for each
of the 5 parts will be developed and all parts will be reviewed
together, rather than serially, to ensure harmonisation.

IT-014-09

This will be a significant block of work to be undertaken over
the next couple of years. There are many new or updated
resources that will be taken into account in this revision. It will
create a significant opportunity to harmonise activity from a
variety of projects including, but not limited to, HL7’s CDA,
openEHR and the new CIMI project.
Action: IT-014-09 to encourage and support Australian
expert input to the revision of ISO 13606.
Action: IT-014-09 to monitor and participate in review of all
ISO 13606 documents.

WG 1 & 8, WG 3
ISO/CD 13940 System of
concepts to support
continuity of care ContSys

This work is being fast tracked through CEN to go to joint DIS
ballot in June 2012 closing Jan 2013. Although not yet widely
known in Australia, its potential impact on e-health standards
and specifications is significant.

IT-014-02

Recent additions appear to have made this project more
academically focussed than the first version published as a
European Standard. It is critical for this work be capable of
practical application – this may no longer be the case.

IT-014-12

If implementation support is included, this work will be a useful
resource to inform the NEHTA CI team, DCM, and specification
development.
Alignment with IT-014-12 work on care
management process modelling is also important.
Action: Form joint group of Australian experts to review and
contribute to ContSys ballot response and to ensure that
the standard is capable of practical iimplementation, is
firmly grounded in clinical practice and can be implemented
in specifications and by grassroots vendors.
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Topic
WG 1, WG 3
Proposed extension to
TR 13054

Issue/Action and Recommendations for Australia
An extension of ISO/TR 13054 (perhaps as a second part) on
the functional classification of health information standards has
been suggested as a further work item for TC215. Australia
has relevant experience in the use of the existing classification
and associated development of e-health architecture
frameworks.

Suggested
responsibility
& alignment to
IT-014
IT-014-02
IT-014-09
NEHTA

It is proposed that Australia awaits further information
regarding the proposed extension to TR 13054 Health
Informatics - Knowledge management of health informatics
standards with a view to contributing to the work, if appropriate.
Action: IT-014-02 and IT-014-09 should review this
document to assess its utility to inform definition
developments in our documents and in light of Australian
experience in applying the current classification.
WG 1, WG 8
DTR 14639-1 Capacitybased eHealth
architecture roadmap
Part 1

Awaiting publication at ISO Central Secretariat. Availability of
published documents is limited by the current ISO copyright
and business models. Publication is likely to be delayed as all
Technical Reports are regarded as low priority items for
publication by ISO Central Secretariat. A need for raising the
priority of this item for publication was expressed by the project
team as low to middle income countries (LMIC) are seeking
this advice as a matter of urgency.

IT-014

Action: Advocate with the project group to raise the issue
about process of publication of specific documents with
ISO Secretariat so that the process is not solely based on
the type of document being published but also on need or
other priorities.
WG 1 and 8 Combined –
Subject of Care (SOC)
and Individual Provider
Identification

Continued development and application of the GS1 lead work
on subject-of-care and provider identification is an international
development of potential relevance to Australia.

WG 8

Australia should continue to keep a watching brief on this work.
The principal work is progressing through the HL7 EHR WG.

ISO DIS 10781 - EHR
System Functional
Model Release 2
WG 8
ISO DIS 16527 PHR
system functional model

WG 8
NP EHR Clinical
Research Profile

IT-014

Action: Australia continue to support the development and
promotes the usage of Subject of Care (SOC) and Individual
Provider Identification standards as the work progresses.
IT-014-09

Action: IT-014-09 should arrange expert comment in the
current ISO ballot.
Australia should keep a close watching brief on this work, in
reference to its potential impact on the PCEHR development.

IT-014-09

Action: IT-014-09 to keep a watching brief.

Australia should keep a close watching brief on this work and
ensure alignment with ISO 10871 EHR-S Functional Model
standard.
Action: IT-014-09 to keep a watching brief.
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Topic
WG 2
ISO/TR 13131 Quality
criteria for services and
systems for telehealth

Issue/Action and Recommendations for Australia
Telehealth Quality Criteria item is in the last stages of
Committee Draft and will be revised for final consideration at
the next ISO/TC 215 meeting. The item is of much interest for
Australia due to recent new Medical Benefits Scheme (MBS)
Telehealth items.

Suggested
responsibility
& alignment to
IT-014
IT-014-12

Action: Australia should continue to support this item
through to completion and should promote its use within
Australia through IT-014-12.
WG 2
ISO 14199 BRIDG Model

Discussions are underway between the TC 215 secretariat,
ANSI and ISO Central Secretariat to move standardization of
BRIDG through ISO into an “Umbrella” model as has been
used over the last 8 years for DICOM. If agreed, this will help
ensure that the ISO standard references and provides a means
for maintaining and establishing conformance with updated
BRIDG specifications maintained by CDISC using agreed
consensus processes and published online.
This will
overcome a problem of re-formatting established BRIDG
content into an ISO standard that will always be several
versions behind the latest BRIDG version.

IT-014

Action: IT-014 to review NP ballot proposal for revised
approach to ISO standardization of BRIDG with a view to
supporting the approach.
WG 2
General use of umbrella
model for frequently
maintained material

Discussions are underway between the TC 215 secretariat,
ANSI and ISO Central Secretariat to allow material that is
maintained frequently and published online by approved third
parties to be the subject of ISO standards, where the ISO
standard would reference and provide a means for maintaining
and establishing conformance with frequently updated thirdparty specifications published online. This is a generalisation
of processes currently used with DICOM specifications and
proposed for the CDISC/BRIDG model.

IT-014

Action: A watching brief should be kept as the implications
for other cross standards adoption may have strong impact.
WG 3
Representation of
nursing diagnoses and
nursing actions in
terminological systems
WG 3
ISO 17115 Vocabulary of
terminological systems

Action: Request IT-014-02 and IT-014 to identify any
additional people who should be aware of the FDIS ballot
and the impending publication of this work item.

IT-014

Australia has a published document in this area which should
be reviewed in conjunction with the international work, both to
improve our ability to contribute, and to leverage our own
revision activities. This international item should be considered
an active international item on our work program and revision
of our existing language of health terminology should be
considered a preliminary work item for update when the
international work completes.

IT-014

IT-014-02

IT-014-02

Action: IT-014, IT-014-02 to review existing Australian
document against the proposed international work.
WG 3
prEN ISO/DIS 13119 –
Health informatics –
Clinical knowledge
resources – Metadata

Action: Consider whether Australia needs to inform the
broader clinical community and organisations such as
NHMRC of the "Clinical knowledge resources –" standard
when it is published.
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Topic
WG 3 -

Issue/Action and Recommendations for Australia

Suggested
responsibility
& alignment to
IT-014

Action: Seek input from the National Casemix and
Classification Centre to determine relevance and utility for
Australia of the proposed "Syntax to represent the content
of classification systems in healthcare"

IT-014

IT-014-02 should review ISO/TR 13054 to assess its utility to
inform our own definition developments in our documents

IT-014-02

Action: This work needs to be reviewed by members of IT014-06 when it goes out to ballot.

IT-014-06

WG 3, WG 2

This work may impact upon CDA related activities

IT-014-02

Terminology constraints
for coded data elements
expressed in ISO
harmonized data types
used in healthcare
information interchange

Action: Needs to be reviewed by members of IT-014-06 and
IT-014-02 when it goes out to ballot. It would also be
appropriate to have it reviewed by NEHTA.

IT-014-06

WG 3

Australia has led this work and should continue to be actively
involved in shaping its evolution.

IT-014-13

prEN ISO/DIS 13120 –
Health informatics –
Syntax to represent the
content of classification
systems in healthcare
WG 3
ISO/TR 13054
Health Informatics Knowledge management
of health information
standards
WG 3
Sharing of OID registry
information

Clinical decision support
and alerts

NEHTA

This work should significantly inform the NEHTA CI team DCM
development.
Action: This work should be transferred to IT-014-13 and
consideration of our expert contribution should be given by
IT-014-13.

WG 4
NWI ISO 17090-4 - Health
informatics – Public Key
Infrastructure – Part 4:
Digital Signatures for
Healthcare Documents
WG 4
ISO/DTS 17975 Health
Informatics Requirements for
Consent for the
Collection, Use and
Disclosure of Health
Information Consent
(N930)

Issue: Forthcoming work required on Committee Draft to be
circulated by 31 July, 2012.

IT-014-04

Action: Review Committee Draft by August 15, 2012.

Issue: The scope of this NP has been made smaller and
clarified –in that its purpose is informative in explaining the
various consent models and identifying the normative core
principles that are common to all consent models. The
standard is not meant to challenge local or jurisdictional
legislation.
Action: IT-014 and IT-014-04 to contribute to this work item
to ensure it includes the consent models already in use in
Australia. (Trish Williams appointed to national experts task
force for progression of this work).
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Topic
WG 4
FDIS 21549-7 Patient
Health Card Data -Part 7: Medication

Issue/Action and Recommendations for Australia
Issue: WG4 to follow up on the comments made by Australia in
order to be prepared for comment on the expected NP ballot
and the upcoming Vienna meeting.
Action: The original commenter on this ballot to brief the
Australian WG4 delegate for Vienna on the salient issues.

Suggested
responsibility
& alignment to
IT-014
IT-014
IT-014-04
Standards
Australia

Action: IT-014 and IT-014-04 relevant committee review the
revised documents after their release on 6th August, 2012.
WG4
ISO/TS 21298 Functional
and structural roles

Issue: Australia to comment on DIS for revision of this standard
when it is released. Australian interests were involved in
original drafting of this fairly straight-forward standard used in
the context of privilege management and access control,
security and privacy.
Action: IT-014 to review DIS and provide comment when
received.

WG4
ISO/TS 25237 Health
informatics Pseudonymization

Issue: Australia will need to review and comment on proposed
revised draft of ISO/TS 25237 arising from systematic review,
when the draft is released (planned for August). Upgrade to a
full IS is one of the options that should be canvassed.

IT-014
IT-014-04
IT-014-09
NEHTA

IT-014-04

Action: IT-014-04 to coordinate review of updated draft of d
ISO/TS 25237 Pseudonymization, when is received (planned
for August 2012)
WG 4
ISO/NP TS 14441,
Security and privacy
requirements of EHR
systems for use in
conformity assessment

WG4
ISO/TS 22600 Privilege
Management and Access
Control

Issue:
Conformity assessment in security and privacy
requirements of EHR systems is an important aspect of
security.
Currently, there are no published methods of
assessment being used to assess the national eHealth system
EHR software components.

NEHTA

Action: Recommend NEHTA consider such standards as a
basis for security and privacy assessment of EHR software
components.
Issue: Australia will comment on consolidated standard
incorporating Parts 1 to 3 of existing PMAC TS, when
circulated for DIS ballot. Progress remains an issue and the
draft of the consolidated standard is currently overdue.

IT-014-04
IT-014-09

Action: Review and submit response to DIS ballot on IS
22600, when received.
WG 4
ISO/PWI Health
informatics - Information
security management in
health using ISO/IEC
27002

Issue: Based on the review of the 27000 series, expert
engagement requested for expert task force prior to and during
the Vienna ISO meeting. (Meetings have been arranged for
optimum Australian engagement).
Action: IT-014 and Standards Australian to note that at the
international level, Australia, through its delegation at ISO,
is establishing a significant leadership role and
subsequently
increasingly
positively
influencing
international standards development.
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Topic
WG4
ISO 22857 and ISO 16864
Guidelines on data
protection to facilitate
trans-border flows of
personal health data

WG 4
ISO/NP TR 17791, Health
informatics – Guidance
on Standards Enabling
Safety in Health
Software
WG 4, IEC/62A/JWG7
ISO 82304-1 Healthcare
Software Systems –
Part 1: general
requirements

Issue/Action and Recommendations for Australia
Issue:
Process for deprecation of ISO 22957 and its
replacement with revised draft of ISO 16864. and need to
identify required content after consideration of disposition of
comments on both 22957 and the draft of ISO 16864.

Suggested
responsibility
& alignment to
IT-014
IT-014-04

Action: IT-014-04 to review and provide input disposition of
comments on ISO 22957 and proposed draft of ISO 16864
when available (planned for August 2012).
Issue: In preparation for draft for Vienna, ongoing engagement
with this item by Australia is requested.

IT-014

Action: Australia to continue to provide the expert input
with this technical report so the work continues to be
progressed in a timely manner and can be formalised for
ballot by Vienna.
Issue: Australia voted ‘NO’ on the NP when balloted in
October, 2011. Since this NP was 12 ‘Yes’, 4 ‘No’, 7
‘Absent/Abstain’ on the ballot comments and is progressing – it
should be noted that given the revised scope and the
appointment of Australia on the international experts task
group for this item we request support of IT-014.

IT-014
Standards
Australia

Action: To note that this item scope has been revised and
has the Australian Delegation support at the meeting. Trish
Williams and Vincent McCauley are appointed to the
national expert task force to ensure the work on the
standard is relevant to Australia.
Action: This is an IEC 62A lead and this item is important to
the Australian community – SA needs to address issue of
attendance and input to IEC 62A.
WG 6
Identification of
Medicinal Products
(IDMP)

Over 700 comments on the 5 documents were received during
the FDIS ballots and majority were editorial in nature.

IT-014-06-04

All 5 standards will have the editorial comments integrated
prior to being progressed to publication.
Action: IT-014-06-04 to monitor progress and engage the
TGA to understand suitability of the 5 standards for
adoption in Australia.

WG 6
Electronic prescriptions

A new work item entitled Requirements for Electronic
Prescriptions is in draft. Currently contains additional content
out of scope of an electronic prescription (such as a dispense
record).

IT-014-06-04

Action: IT-014-06-04 to monitor progress and ensure
appropriate scope and content of the document as it
matures.
WG 6
ISO 17251
Model for dose syntax

The work for ISO/DTS 17251 is been drafted by the Pharmacy
WG at HL7 International.
Action: IT-14-06-04 and NEHTA to monitor and review the
DTS work at HL7 to ensure suitability for an open
international standard and alignment to ETP Dosage syntax
and other local medications management initiatives.
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Topic
TC215/JWG10
Traditional Chinese/
Oriental Medicine
Projects

Issue/Action and Recommendations for Australia
The new ISO/TC 215/JWG 10 Joint Working Group with
TC 249 on Traditional Chinese medicine is developing new
work item proposals to undertake work in the following areas:


Conceptual framework for representation of sites in body
surface non-chemical stimulation



Conceptual framework for representation of treatment and
diagnostic non-chemical stimulation methods



Categorial structures for representation of herbal
medicaments in terminological systems

Suggested
responsibility
& alignment to
IT-014
IT-014
DOHA

Experts are required and Australia has active programs in
complementary medicine but limited
DOHA and IT-014 need to consider the contribution we wish
to make to these work items. Engagement of traditional
medicine, but also physiotherapy and other therapies
should be sought to ensure that the needs of Australia are
appropriately met.
TMTF
Structure of
representation of clinical
findings in traditional
medicine – TEAM
TMTF
TCM metadata and
semantic network

WG 3 TMTF JWG

Action: Identify communication list for comments on this
work item.

IT-014

It may be of appropriate to involve Australian professional
associations of Traditional Chinese Medicine and/or NHMRC.

IT-014

IT-014-02

IT-014-02

Action: Identify communication list for comments on this
work item.
The JWG agreement is in the final stage of revision, for
imminent acceptance by TC 215, TC 249 and ISO. This
requires consideration of all work items in TC 215 WG3 and TC
249 WG5 for possible JWG assignment. The TMTF also
proposes several NPs.

IT-014

Action: Australia should assess whether it wishes to
continue participation in this TF/JWG, and if so should
consider establishing a pool of relevant experts and their
possible involvement in current or proposal of future NPs of
interest for Australia. It should also consider whether any
current or intended TC 215 WG3 items may impact in TCM
and if so should be proposed for JWG assignment.
Public Health Task Force
(PHTF)

A survey for eHealth readiness, applicable universally but
intended mainly for developing countries, has been developed.
A detailed report on the proposed enterprise architecture
model is under development. Emphasis is being placed in
Africa as a subset of developing countries being considered for
trial of the documents.
Action: Australia should consider in light of its national
interests in assisting the developing world, especially
countries in our region, and the opportunity for Australian
commercial involvements as a consequence, whether more
active support for this item should be provided.
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Topic
JWG 7 Meetings

Issue/Action and Recommendations for Australia
An increasing number of Work Items of importance to Health
Software and patient safety are being developed by this joint
IEC/ISO working group. However, JWG7 has at least one and
commonly two, face-to-face meetings out of cycle with ISO/TC
215 at which Australia has not been represented to date.

Suggested
responsibility
& alignment to
IT-014
DoHA
Standards
Australia

Inconsistency of attendance and representation makes it
difficult to influence outcomes of these work items which have
the potential for very significant ramifications on Australian
Industry and patient outcomes.
Action: Consider means whereby attendance of National
experts at JWG7 out-of-cycle meetings can be supported.
Joint Initiative Council
(JIC) - Leadership

Richard Dixon Hughes (current Australian Head of Delegation
to TC 215) has been nominated by the Chair of TC 215 as the
preferred person to chair of the JIC on behalf of ISO/TC 215,
when the JIC chair's position rotates to TC 215 for 2013 and
2014. This possibility has been raised with, and supported by,
Standards Australia and JSCHIS and was announced at the
May 2012 meeting in Vancouver.
Action: (Continuing) Consider means whereby attendance
of Richard Dixon Hughes at face-to-face meetings of the JIC
executive can be supported through to 2014 (noting that
many are likely to occur at TC 215 or HL7 meetings).
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5.

FUNDING SOURCE SUMMARY AND
ATTENDANCE

In total, ten Australians attended as representatives for the duration of this ISO/TC 215
meeting. The funding source for these delegates is indicated in the table below.
Funding Source

Number

Change
from
Previous
Meeting

Full funding by employer: Private

0

0

Full funding by employer: States/Territories or National Initiatives (NEHTA)

1

+1

Funding Assistance – DoHA through Standards Australia contract

9

0

Total:

10

+1

The Australian delegation comprised:

Richard Dixon Hughes (Head of Delegation)


Heather Grain (Delegate)



Anthony Maeder (Delegate)



Patricia Williams (Delegate)



Vince McCauley (Delegate)



Heather Leslie (Delegate)



Michael Steine (Delegate)



Chris Bain (mentored position)



Naomi Ryan (WG8 Secretariat)



Andy Bond (NEHTA funding)

6.

AUSTRALIAN POSITIONS HELD BY DELEGATES

The DoHA funded delegates were selected through an independent panel process jointly
with NEHTA, DoHA, HL7 Australia and Standards Australia. The positions of these
delegates (including leadership positions) are listed below.
Working Group or
Committee

Position

Status

Person

WG 3 – Semantic
Content (Terminology)

Convenor

Elected
(to May 2013)

Heather Grain

WG 8 – Business
Requirements for EHR

Secretariat

Appointed

Standards Australia
(IT-014 Senior Portfolio
Manager) – Naomi Ryan

Australian Delegation

Head of Delegation

Appointed

Richard Dixon Hughes

TC 215 Organization
Task Force

Members

Appointed

Richard Dixon Hughes
Heather Grain
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Working Group or
Committee

Position

Status

Person

TC 215 – Task Force
on project assessment
& prioritization criteria

Leader

Appointed

Richard Dixon Hughes

ISO/IEC JTC 1 Liaison
to TC 215

Nominated JTC 1 Liaison
Officer

Appointed by
JTC 1

Richard Dixon Hughes

Joint Initiative Council
(Executive Meetings)

Alternate Representative of
HL7 Affiliates

Appointed by
International
Council of HL7
International

Richard Dixon Hughes

PHTF

National Expert

Lead on
nominated
sections for
document
drafting

Richard Dixon Hughes

WG 1 – Data Structures

Secretariat (temporary)

(temporary)

Standards Australia
(IT-014 Senior Portfolio
Manager) – Naomi Ryan

WG 4 - Security

National experts subcommittee for ISO 17791
Health informatics – Guidance
on Standards Enabling Safety
in Health Software
National experts subcommittee for ISO/DTS 17975
Health Informatics – Principles
and data structures for
consent in the collection, use,
or disclosure of personal
health information

Appointed by
WG4

Dr Trish Williams

Appointed by
WG4

Dr Trish Williams

WG 4 - Security

National experts subcommittee for ISO/PWI Health
informatics - Information
security management in health
using ISO/IEC 27002

Appointed by
WG4

Dr Trish Williams

Joint WG 7

National experts subcommittee for ISO 82304-1
Healthcare software systems Part 1: General requirements
National experts subcommittee

Appointed by
JWG7 & WG4

Dr Trish Williams

WG 2

ISO/DTS 13131 country expert

Nominated in
NWIP

Anthony Maeder

TMTF

National Expert

Sole
Australian
attendee

Anthony Maeder

PHTF

National Expert

Lead on
nominated
sections for
document
drafting

Anthony Maeder

JWG 7

ISO DTR 82304-1
“Healthcare Software Systems
– Part 1: General
Requirements”
National experts subcommittee

Appointed

Dr Vincent McCauley

WG 4 - Security
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Working Group or
Committee

Position

Status

Person

WG 3

ISO17583 - - “Health
informatics – Terminology
constraints for coded data
elements expressed in ISO
harmonized data types used in
healthcare information
interchange”
National Expert

Appointed

Dr Vincent McCauley

ISO/TC 215 WG 8
Public Heath Task
Force

ISO/WD 14639-2 Health
informatics — Capacity-based
ehealth architecture roadmap
— Part 2: Architectural
components and maturity
model”

Appointed

Dr Vincent McCauley

Diagnostics Chapter Author
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7.

ATTENDANCE DETAILS

There were ten Australians in attendance as representatives for the duration of this
ISO/TC215 meeting.
The Australian delegation is denoted as following in the table below:
AB – Andy Bond

MS – Michael Steine

AM – Anthony Maeder

NR – Naomi Ryan

CB – Chris Bain

RDH – Richard Dixon Hughes

HG - Heather Grain

TW – Trish Williams

HL - Heather Leslie

VM – Vince McCauley

Meeting

Sat
th
5

Sun
th
6

th

Mon
th
7

Tues 8

WG 1 - Data Structures

NR, HL,
CB,
RDH,
TW,

NR, TW,
AM, HL,
CB, RDH

NR, AM,
HL, CB,
RDH

WG 2 - Data Interchange

RDH, AM

CB, AM
RDH,

RDH

WG 3 - Semantic
Content

HG

HG, AM

HG, AM

WG 4 - Privacy, Security
and Safety

TW

TW, VM,
RDH

TW, VM,
AM

WG 6 - Pharmacy and
Medicines Business

MS

MS

MS

VM

VM

WG 7 – Devices
WG 8 - Business
Requirements for EHR

NR, TW,
HL, CB,
RDH

NR, AM,
HL, CB,
RDH

NR, AM,
HL, CB,
RDH

Traditional Medicine
Taskforce

AM

HG

HG

JIC Executive

RDH

JIC Open Forum

RDH,
CB, TW,
HG, AM,
HL

Exec Council - invitation
only

RDH, HG

Operations &
Harmonisation

NR, HG,
RDH

Business Organisation
Task Force

HG, RDH

Wed
th
9

Public Health Task
Force

Thur
th
10

RDH,
AM

Joint Working Group 7
(JWG7)

VM

Plenaries

All

VM, TW

CB
All
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8.

ACRONYMS

ACCC

Australian Competition and Consumer Commission

ACMA

Australian Communication and Media Authority

ACSQHC

Australian Commission on Safety and Quality in Health Care

ACTUG

Australian Clinical Terminology Users Group

ADL

Archetype Definition Language

AG

Advisory Group

AHIMA

American Health Information Management Association

AHMAC

Australian Health Ministers' Advisory Council

AHML

Australian Healthcare Messaging Laboratory

AIHW

Australian Institute of Health & Welfare

AIIA

Australian Information Industry Association

AMT

Australian Medicines Terminology

ANSI

American National Standards Institute

ArB

Architecture Review Board

AS HB

Australian Handbook

AS/NZS

Australian/New Zealand Handbook

AS/NZS ISO

International Standards adopted by Australia and New Zealand

AWI

Approved Work Item

CASCO

Conformity Assessment

CBCC

Community Based Collaborative Care Workshop

CCHIT

(US) Certification Commission for Health Information Technology

CD

Committee Draft (third stage in developing an ISO or IEC standard)

CDA

Clinical Document Architecture

CDISC

Clinical Data Standards Interchange Consortium

CDS

Clinical Decision Support

CDV

Committee Draft for Vote

CEN

European Committee for Standardization
(Comité Européen de Normalisation)

CIC

Clinical Interoperability Council Workgroup
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CIS

Clinical Information Systems

COAG

Council of Australian Governments

DAFF

Department of Agriculture, Fisheries and Forestry

DAM

Domain Analysis Model (comprehensive model of a domain)

DCM

Detailed Clinical Model

DCOR, COR

(Draft) Corrigendum

DICOM

Digital Imaging and Communications in Medicine

DIISR

Department of Innovation, Industry, Science & Research

DIS

Draft International Standard (fourth stage in developing an ISO or IEC
standard – the main opportunity for public input)

DoHA

(Australian Government) Department of Health and Ageing

DMP

Dossier Médical Partagé (Shared Medical Record) (France)

DSTU

Draft Standards for Trial Use (HL7 and ANSI)

EC

European Commission [the administrative arm of the EU]

ECCF

Enterprise Compliance and Comformance Framework

EFMI

European Federation of Medical Informatics

EHR

Electronic Health Record

EHRS or EHR-S

Electronic Health Record System

ELGA

Austrian CDA Implementation Guide in Development

ELS

End Point Location Service

EMEA

European Medicines Agency

EN

European Standard (Européen Norm)

ETP

Electronic Transfer of Prescriptions

EU

European Union

FDAM

Final Draft Amendment

FCD

Final committee draft

FDIS

[ISO] Final Draft International Standard (for vote to publish)

GCM

Generic Component Model

GDP

Gross Domestic Product

GP

General Practitioner
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GS1

An international SDO – primarily in the supply-chain domain

HDF

HL7 Development Framework

HI

Health Identifiers

HIE

Health Information Exchange

HIMSS

Healthcare Information and Management Systems Society

HITSP

Health Information Technology Standards Panel

HL7

Health Level Seven (International)

HL7 ELC

HL7 E-Learning Course

HPI

Healthcare Provider Identifier

HPI-I

Healthcare Provider Identifier for Individuals

HPI-O

Healthcare Provider Identifier for Providers

HSSP

Healthcare Services Specification Project [joint HL7/OMG]

ICH

International Conference on Harmonisation (of Technical Requirements for
Registration of Pharmaceuticals for Human Use)

ICOGRADA

International Council of Graphic Design Associations

ICT

Information & Communications Technology

ICSR

Individual Case Safety Report [related to Medicines/Devices]

IDMP

Identification of Medicinal Products

IEC

International Electrotechnical Commission (an international SDO)

IEEE

Institute of Electrical & Electronic Engineers (US) (also an SDO)

IHE

Integrating the Healthcare Enterprise

IHI

Individual Healthcare Identifier

IHTSDO

International Health Terminology Standards Development Organisation

IS

International Standard

ISO

International Organization for Standardization

ISO/CS

ISO Central Secretariat

ITS

Implementable Technology Specifications

IXS

Identity Cross Reference Service

IT-014

Standards Australia Committee IT-014 (Health Informatics)

ITU-T

International Telecommunications Union – Standards Division

Copyright © 2010 Standards Australia Limited.

21

Final Report –ISO/TC 215 Meeting – Vancouver, Canada (May 2012)

JI

Joint Initiative on SDO Global Health Informatics Standardization

JIC

Joint Initiative Council
(responsible for governance of the JI – with current members being
ISO/TC215, CEN/TC251, HL7 International, CDISC, IHTSDO and GS1)

JTC

Joint Technical Committee

JTC 1

ISO/IEC Joint Technical Committee 1 Information Technology

JWG

Joint Working Group [under the JI, unless otherwise specified]

KPI

Key Performance Indicator

LB

Letter Ballot

LMIC

Low and Medium Income Countries

LOINC

Logical Observation Identifiers Names and Codes

LPO

Local PCEHR Officer

MBS

Medical Benefits Scheme

MDA

Model Driven Architecture

MM

Maturity Model

MSIA

Medical Software Industry Association

NASH

National Authentication Service for Health

NATA

National Association of Testing Authorities

NEHTA

(Australian) National E-Health Transition Authority

NH&MRC

National Health and Medical Research Council

NHIN

(US) National Health Information Network

NHS

(UK) National Health Service

NIH

(US) National Institutes of Health

NIST

National Institute of Standards and Testing

Normapme

European Office of Crafts, Trades and Small and Medium sized Enterprises for
Standardisation

NMB

National Member Body [of ISO or CEN]

NP

New Work Item Proposal (current ISO/IEC abbreviation)

NPACC

National Pathology Accreditation Advisory Council

NSO

National Standards Office

NWIP

New Work Item Proposal (obsolete ISO/IEC abbreviation – see "NP")
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OBPR

Office of Best Practice Regulation

OCL

Object Constraint Language

OID

Object Identifier

OMG

Object Management Group
Office of the National Coordinator for Health Information Technology

ONC
(within US Department of Health and Human Services)
O&O

Orders and Observations Workgroup

OSI

Open Systems Interconnection

OTF

Organisation Task Force [ISO TC 215]

OWL

Web Ontology Language

PACS

Picture Archive Systems

PAS

Patient Administration Systems

PDAM, DAM

(Proposed) Draft Amendment

PDF

Portable Document Format

PDTR, DTR

(Proposed) Draft Technical Report

PBS

Pharmaceutical Benefits Scheme

PCEHR

Personally Controlled Electronic Health Record

PHDSC

Public Health Data Standards Consortium

PHR

Personal Health Record

PHTF

Public Health Task Force

PIM

Platform Independent Model

PIP

Practice Incentive Payment

PIR

Post Implementation Review

PKI

Public Key Infrastructure

PM

Project Manager

PMBOK

Project Management Body of Knowledge

PMS

Practice Management System

PMTL

Project Management Team Leader

PoC

Point-of-Care

PSM

Platform Specific Model
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RACGP

Royal Australian College of General Practice

RCPA

Royal College of Pathologists Australia

RHIO

(US) Regional Health Information Organisation

RIMBAA

RIM Based Application Architecture

RIM

Reference Information Model

RIS

Radiology Information Systems

RLUS

Resource Locate Update Service (HSSP)

RM-ODP

Reference Model of Open Distributed Processing

SA

Standards Australia

SAIF

Services Aware Interoperability Framework

SC

Subcommittee

SDO

Standards Development Organisation

SIG

Special Interest Group

SKMT

Standards Knowledge Management Tool

SLA

Service Level Agreement

SME

Subject Matter Experts

SMTP

Simple Mail Transfer Protocol

SNOMED

Systematised Nomenclature of Medicine

SOA

Service Oriented Architecture

SOAP

Simple Object Access Protocol

TC

Technical Committee

TCM

Traditional Chinese Medicine

TCP/IP

Transmission Control Protocol/Internet Protocol

TEAM

Traditional East Asian Medicine – This term, though inadequate is used to
represent Traditional Chinese Medicine, Traditional Korean Medicine,
Traditional Japanese Medicine.

TF

Task Force

TM

Traditional Medicine

TOGAF

The Open Group Architecture Framework

TR

Technical Report (an informative ISO or IEC standards publication)
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TS

Technical Specification (a normative standards publication having a lower level
of consensus than a full international standard)

UCUM

Unified Code for Units of Measure [Regenstrief Institute]

UML

Unified Modelling Language

UN

United Nations

VMR

Virtual Medical Record

W3C

World Wide Web Consortium

WD

Working Draft (second stage in developing an ISO or IEC standard)

WG

Working Group or Work Group

WGM

Working Group Meeting

WHO

World Health Organization

WI

Work Item

WTO

World Trade Organisation

XDS

(IHE’s) cross enterprise Data Sharing protocol

XML

Extensible Markup Language
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9.
9.1

EXECUTIVE COUNCIL (EC) AND TC 215
GOVERNANCE
EXECUTIVE COUNCIL - GENERAL
Richard Dixon Hughes (Australian HoD)
Heather Grain (Convener WG 3)

Australian Delegate Attendance

The TC 215 Executive Council comprises the TC 215 Chair, the Head of Delegation for
each country, and the Convenor and Vice-Convenor of each TC 215 Working Group. Its
role is to consider issues of governance and process relevant to the TC.
Meetings of the Executive Council are chaired by the TC 215 Chair and are not generally
open to delegates other than the members of the Council.
Most of the time at the EC was devoted to discussion of the TC 215 reorganisation and
associated work on project assessment criteria for new work items (reported at 0 and 9.3
below
Other topics discussed and considered at EC included:


The activities and key outcomes from the Operations and Harmonisation (O&H)
group (reported in more detail at 9.4 below). These included proposals for upcoming
meetings of TC 215 and also the impact of some of the changes to the ISO/IEC
directives issued in late April 2012.



A report on JIC and xSDO activity, which was a subset of the material reported in
more detail in section 10 below.



A report on developments with the Standards Knowledge Management Tool, which
was considered in more detail in some other forums (see 0 below).

Topic

Issue / Action / Recommendations for Australia

Executive Council Voting on international
ballots

9.2

New voting requirements, in particular the need to justify a
‘yes’ vote.

Recommended
for Action by
IT-014

Action: It is suggested that the relevant working group
within IT-014 be asked to provide the justification for future
Yes votes to assist IT-014 in preparing ballot responses.

TC 215 REORGANISATION TASK FORCE

Jeremy Thorp (UK) as Chair of the TC 215 Reorganisation TF reported in several forums on
the work of the TC 215 task force working on TC 215 reorganization, which is nearing
completion of its work, with the following being noted:


The main recommendations were accepted at the May 2011 ISO/TC 215 meeting in
Kuopio.
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The following three internal groups will assist and advise the TC 215 Chair, the
TC 215 Secretariat and the TC 215 Plenary/Member bodies in the areas indicated:
-

Executive Council (EC) which will continue in its current form providing
strategic oversight and making proposals on the administration of TC 215
activities to the TC Plenary

-

Co-ordinating Group (CG) responsible for operational matters, including
coordination between working groups, oversight of the TC215 work program
and assessing proposals for new work

-

Advisory Group 3 (AG3) which provides x-SDO co-ordination with JIC

None of these advisory groups is empowered to make decisions on behalf of TC 215 –
only the TC Plenary has the power to take decisions on behalf of TC 215 and it must do
this by properly constituted votes/ballots.


Current working group activities are to be re-structured into cross-cutting working
groups (WGs) which will undertake projects but may also oversee a range of
"vertical" domain working groups (DWGs) working on more closely related bundles of
project activity – allowing the option of DWGs being disbanded or suspended when
their main development activity is completed.



The previous proposals approved in May 2011 as further developed at the October
2011 meeting in Chicago had been discussed with ISO Central Secretariat (with
assistance from ANSI, the ISO national member body responsible for the TC 215
Secretariat).
As a result of these discussions, some further changes were made, including re naming of the some elements to better reflect ISO practice and not having separate
supplementary agreements for TC 215 national member bodies to clarify and
encourage their involvement in managing TC 215 activities.



Further agreement has been achieved on the identity, scope and roles of the main
components in the proposed new organisation, and on some of the recommendations
for adoption and implementation of the revised structure – with the following identified
as the principal next tasks:
-

Discussion and agreement of the scope of each Working Group, both WG 1-4
and DWG 6-8

-

Implementation of proposed structure, e.g. for Co-ordinating Group, possibly in
shadow form

-

Development of formal “strategic business plan” for ISO, supplemented by
operational plans



Proposals for implementing new ways of working

The recommendation to merge existing WG 1 and WG 8 to form the nucleus of the
new WG 1 in the new structure, to be serviced by the current WG 8 secretariat
provided IT-014 team at Standards Australia, was generally accepted by those at the
May 2012 meeting, including those involved in leadership positions in the existi ng
WGs.
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There is considerable support for a proposal to bring WG 7 (Medical Devices), which
deals with medical device communications, into WG 2 (Communications); however,
there are some with reservations.

9.3

PROJECT PRIORITIZATION TASK GROUP

At the October 2011 meeting of TC 215, Richard Dixon Hughes was tasked with working in
collaboration with the TC 215 Reorganisation Task Force to:


“… investigate and report at the Vancouver 2012 plenary meeting on the possible
methods of aligning the prioritisation, selection and approval of work items with
TC215 strategic objectives, including harmonisation …”

This work be undertaken in collaboration with the TC215 Task Force on Re-organisation
and Business Planning.
Progress with this work was reported at the opening plenary, at the Operations &
Harmonization group and to the Executive Council, noting that a discussion paper was
close to production for presentation and discussion among relevant groups and
consideration at the next meeting of the Executive Council. His presentation addressed the
following main areas:


Review of existing ISO requirements, including changes recently introduced in the 9

th

Edition of the ISO/IEC Directives – published in April 2012


Approaches used by other organisations – notably HL7 International and Standards
Australia



Elements of “Best practice” and possible implications and approaches for TC215

Some key conclusions include the following elements that might be considered to constitute
best practice in the assessment of new work item proposals and management of a
standards portfolio:


Clear and appropriate criteria to determine need for standards – applied consistently
and transparently – seeking a sound business case for standardization – relevant to
market needs



Genuine engagement across major interest groups



Avoiding duplication and overlap with the activities and outputs of other SDOs



The assessment process needs to be scientifically and economically rigorous,
documented and publicly available



Periodic review of processes and standards – delivery of standards against published
objectives.

In terms of the specific impacts and implications for TC 215, the following were identified:


A need for more rigorous documentation, justification and assessment of proposals
for new work by TC215 and a stronger role for the Chair, Secretariat and Advisory
Groups in assessing and advising on new work item proposals – which aligns with
ISO strategic directions and current changes to the Directives



Goals can be largely achieved by more diligent use of existing rules, particularly:
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-

putting greater emphasis on use if the preliminary work item stage to develop
and agree the context and need for standards work

-

seeking

stronger

business

justification,

environmental

scanning

and

consultation and better identification of relationships to other work



-

getting evidence of broader engagement/commitment

-

seeking alignment with TC215 business plan (when updated)

The use of a stronger assessment review and the changes in the ISO/IEC Directives
complement and support the proposed new roles for the TC 215 Coordination Group
and xSDO activity as Advisory Groups.



There is currently some weakness in the area of strategic criteria with a need to
develop build succinct, clear criteria for project assessment relevant to TC 215
strategic objectives (starting with OTF report) and compatible with relevant ISO rules.



The TC215 Strategic Business Plan needs to be updated and maintained on a more
regular basis – and provide criteria that can be fed into the assessment process.



Operational practices (I.e. the TC 215 Guidelines) need to be updated to reflect more
rigorous project assessment processes and the proposed new TC 215 group roles

Next steps were identified as:
1.

Completing the draft discussion paper to incorporate comment and feedback from the
Vancouver meeting, reflect recent (April 30) changes to the ISO/IEC Directives and
propose initial draft selection criteria.

2.

Circulating draft discussion paper to the Reorganisation Task Force (ReO TF) and
incorporate their feedback.

3.

In collaboration with the (ReO TF) preparing recommendations for review and
acceptance by TC215.

4.

Circulating discussion paper & recommendations

An important parallel activity is commencing the review and update of TC215 Strategic
Business plan.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

Executive Council Assessment criteria for
projects

Progress toward identification and recommendation of more
rigorous processes for project prioritisation were presented to
TC 215 Executive Council. It was particularly noted that these
would complement proposed new roles under the proposed
TC 215 organisation structure and the greater responsibilities
of TC chairs and secretariats to vet new work item proposals
under the most recent (April 2012) edition of the ISO/IEC
Directives.

Richard Dixon
Hughes

Action: Richard Dixon Hughes to finalise and circulate to
Business Planning Task Force the report on proposed
project assessment and prioritization criteria for TC 215.
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9.4

OPERATIONS AND HARMONIZATION (O&H)

Australian Delegate Attendance

Heather Grain (Convener WG 3)
Naomi Ryan (Secretariat WG 1 & WG 8)
Richard Dixon Hughes
(invited TC 215 Project Prioritization TG)

The Operations and Harmonization group (O&H) coordinates working group activity,
secretariat processes and TC 215 work program and works with the TC 215 secretariat and
the Executive Council in implementing ISO and TC 215 policy and improving TC 215
committee processes.
O&H is led by the TC Secretary with a membership comprising the convener, vice-convener
and secretariat of each of the TC 215 working groups.

9.4.1

PROGRESS AT THIS MEETING

The O&H group met from 1730 to 1930 on Sunday, 6 May with the following topics being
among those covered:


Update on JIC and joint interests with O&H TF – led by Bron Kisler (JIC), Don
Newsham, Elizabeth Keller (xSDO group)
The need for close collaboration with the TC 215/AG 3 xSDO Coordination Group with
respect to joint JIC projects, potential projects and harmonisation of activities on the
joint work program was noted.



Update on TC 215 reorganisation and project assessment – with presentation by
Jeremy Thorp and input by Richard Dixon Hughes.
Under the proposed structure, functions of the O&H group would be subsumed into
those performed by the TC 215/AG 2 Coordinating Group
Working Groups were asked to consider their potential terms of reference within the
context of the new structure.
There is a move to better develop work items prior to them coming forward as new
work item proposals in order to more fully inform the community and thereby improve
voting results, and to progress work more quickly by having more fully developed
content when the work item formally begins its movement through the ISO processes.
Discussions also included how TC215 communicate their work to the community and
more extensive use of preliminary work item processes was recommended. The idea
of a sponsor for a work item was raised - the person, organisation, country to be
identified on the proposal for work and they commit to supporting that work through the
process.



ISO/TC215 work flow, communications and processes – led by Lisa Spellman
(TC 215 Secretary) and Sally Seitz (ANSI) addressed:
-

TC215 work program overview and timeline management
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Migration of all TC 215 material to the ISO eCommittee Portal [formally known as

-

ISO “LiveLink”] – the AHIMA (and former HIMSS) SharePoint sites continue to
be accessible for now but will not be maintained.
TC215 Internal Harmonization - Work items engaging more than 1 WG, xSDO

-

and other collaborations need to be harmonised through O&H (and AG 2
Coordinating Group, when it is formed)
New work processes (see 9.4.2 below)



Ongoing education and training



Update on Standards Knowledge Management Tool (SKMT) – presented by Andrew
Grant.

9.4.2

NEW WORK PROCESSES

Discussions of new and/or enhanced requirements for the initiation and management of
new standards work included noting the following requirements, many of which have their
origins in the recently-released April 2012 edition of the ISO/IEC Directives and associated
ISO Procedures.


Committee chairs and secretaries to review NWIP to ensure that the proposal is
properly developed in accordance with ISO and IEC requirements.



Acceptance of new work item proposals - national bodies that indicate that they will
participate in the development of a new project must submit the name and contact
information of an expert (at the time of ballot) otherwise their affirmative vote will be
rejected and they will be automatically registered as not having voted.



The Draft International Standards (DIS) ballot period has been reduced to 3 months
as of 1 July 2012; however, the process can still take 5 months from having a ready
draft, if translation is required.



A DIS document may now proceed directly to publication if it does not receive 100%
approval provided that the responsible committee can take a resolution to indicate its
intent to skip the FDIS ballot (effective from July 2012). The committee will look at
the ballot results, comments received and actions taken and may resolve to skip the
FDIS process.

This resolution must be approved by 2/3 majority of the P-members

voting but can be an email resolution.

This does not include joint items with CEN

under the Vienna agreement which must go through to FDIS vote to meet CEN
requirements.


NMBs that do not vote 'Yes' to approve a new work item proposal are unable to
nominate an expert at ballot time but may always add someone as an expert after the
vote is complete by writing to the secretariat responsible for the work item.



Work items which fail to have 5 experts nominated will automatically fail.



'Yes' votes as well as 'No' votes must now be accompanied by comments justifying
the 'Yes' vote - as part of the business justification to ensure that standards are both
required and relevant.
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Technical corrigenda will not be issued to update out-dated information since the
publication and technical corrigenda will generally not be issued for standards
published more than three years prior.

9.4.3

FUTURE IT-014 MEETINGS

Lisa Spellman briefly reported on venues secured for future IT -014 meetings and
encouraged others to come forward with suggestions and/or offers to complete the
program. The current offers include:


Vienna: 23-26 September 2012 - Confirmed



Japan: May 2013 or 2014 - Tentative



Australia: Sept/Oct 2013 – Subject to final confirmation



Brazil: Aug 2015 – Tentative

Hosts are being sought for all open slots.

Richard Dixon Hughes indicated that there

needed to be some further consideration of European venues given the policy of trying to
meet conjointly with CEN/TC 251 on a regular basis.

10. JIC HARMONIZATION ACTIVITIES
10.1

JOINT INITIATIVE COUNCIL (JIC) – BACKGROUND

Australian Delegate Attendance

Joint Initiative Council (JIC) meeting
– Richard Dixon Hughes (participating as alternate for HL7 Affiliates)
– Heather Grain (invited to contribute on SKMT)
– some other Australian delegates (observing for part)

The Joint Initiative Council (JIC) oversees processes to enable common, timely health
informatics standards by addressing and resolving issues of gaps, overlaps, and counter productive standardization efforts through:


Mutually agreed decision processes to meet needs for joint international
standardization work;



Coordinated standards strategies and plans, with the future goal of making all
standards available through ISO;



An integrated work program; and



Focused, specific resolution of overlapping or counteracting standards within the
participating SDOs existing work programs.

The standards development organisations (SDOs) that currently comprise the JIC are:
ISO/TC 215, the European CEN/TC 251 health informatics committee, HL7, CDISC,
IHTSDO and GS1. The TC 215 Secretariat also provides the secretariat for the JIC with
more information on the JIC being available at: http://www.jointinitiativecouncil.org/.
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The meeting of the JIC executive held from 0900 to 1500 on Saturday, 5 May was again
open to any who wished to be present and observe and, for much of the meeting, some 60
to 80 persons were in attendance
Richard Dixon Hughes participated in the JIC executive meeting in an official capacity as a
representative of the HL7 international affiliates. It was also announced that Richard would
become the next Chair of the JIC, having been nominated to perform this role on behalf of
ISO/TC 215, when the position of JIC Chair passes to TC 215 commencing January 2013.
In addition to the main meeting of the JIC executive, consideration of some JIC matters also
took place in:


The Joint Initiative (JI) Open Forum. The purpose of JI Open Forums is to share
information through reports on joint work, reports from the JIC and its members, and
reports from the Cross-SDO Coordination (xSDO) meetings, formerly known as
"Harmonization Track" meetings. The Open Forum is reported below at 10.3.



Cross-SDO Coordination (xSDO) discussions. On this occasion, all relevant xSDO
topics were able to be incorporated within the agendas of the JIC executive, the JIC
Open Forum and a joint meeting with the TC 215 Operations & Harmonization Group.
Separate xSDO sessions were not required.
XSDO activities are intended to provide working group convenors, technical chairs
and work item leads the opportunity to address balloting issues and to advise the JIC
executive on formation and progress of joint projects. They provide an opportunity
for proposed new joint work items to be put forward for review and examination with
input and feedback being provided from each of the participating SDOs.

HL7 hosts the JIC website on behalf of the JIC Secretariat. This website holds a registry of
projects, inventory of policies and records of meetings and agendas but has been getting a
bit behind. As more details (including official minutes) become available it is expected that
they will be posted on the JIC website: www.jointinitiativecouncil.org.
On this occasion there were apologies from the HL7 executive leadership (Chuck Jaffe,
CEO and John Quinn, CTO), CEN/TC251 (Robert Stegwee) and IHTSDO (Jane Millar) –
with illness and the coincident World of Health IT event in Europe both having an impact.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

Joint Initiative Council
(JIC) - Leadership

Richard Dixon Hughes (current Australian Head of Delegation to
TC 215) has been nominated by the Chair of TC 215 as the
preferred person to chair of the JIC on behalf of ISO/TC 215,
when the JIC chair's position rotates to TC 215 for 2013 and
2014. This possibility has been raised with, and supported by,
Standards Australia and JSCHIS and was announced at the May
2012 meeting in Vancouver.

Standards
Australia

Action: (Continuing) Consider means whereby attendance
of Richard Dixon Hughes at face-to-face meetings of the JIC
executive can be supported through to 2014 (noting that
many are likely to occur at TC 215 or HL7 meetings).
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10.2

JIC OUTCOMES

The following are among the outcomes of deliberations from the JIC executive meeting:
1.

Next face-to-face meeting. The JIC executive is seeking to spend a two days refining
its processes and rules and considering its strategic priorities. After a search for
suitable dates through the intervening months, the only mutually acceptable dates
were on Sat/Sun 22-23 September immediately prior to the next TC 215 meeting in
Vienna.
It was agreed to settle on these dates with several meetings by teleconference to be
scheduled through the intervening months to progress activities and to plan for the
next face-to-face meeting.

2.

JIC and ISO/TC 215 reorganisation.

Jeremy Thorp presented the proposed new

ISO/TC 215 structure and there was considerable discussion from the floor around
the role of the Cross-SDO (x-SDO) Coordination group, previously constituted as
ISO/TC 215/WG 9 and operating under the titles "Harmonisation Stream", "JWG" and
"JWG-H". In the new structure, it is proposed that the xSDO activity be continued as
TC 215 Advisory Group 3 (AG 3) on Cross-SDO (x-SDO) Coordination.
A significant issue was whether AG 3 (xSDO) should exist as a separate group or be
merged with TC 215's internal Coordinating Group (constituted as TC 215/AG 2).
While such a move might make sense from a purely TC 215 perspective, after discussion of what is involved in the xSDO coordination role and the difference between
that role and AG 2's role in managing TC 215's internal affairs, the proposal to keep
AG 3 as a separate entity to advise the JIC was accepted by those present.
3.

JIC Communications. Issues include regular calls, key messages to convey, and
maintaining the JIC project list, xSDO dashboard and website. Further work is still
needed to address these issues – and would be a subject of further meetings when
more of the core members of the JIC executive will be in attendance.

4.

JIC By-Laws.

There was considerable discussion around work on the proposed

by-laws, with the following being particularly noted:
-

A progress report on the preparation of the current draft, with precedents
having been considered from among the JIC members.

The current draft

draws most heavily on CDISC/BRIDG team by-laws. Nevertheless, the JIC is
sufficiently unique that most precedents had only provided limited value.
-

Whether there should be only one category of membership, or more than one.
Having two levels had been considered useful for the SDO Collaborative
Organisation (SCO) in the US – which is loosely based on the JIC,

-

Criteria and process for organisations to become members of the JIC.
Agreement of all members is currently required (and likely to continue being
required). It continues to be a condition that full membership is only open to
SDOs (as the role is one of harmonizing SDO standards work). The process
for admission of additional members has involved a probationary period –
should this continue?
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-

The interest of IHE becoming a member and associated questions over
whether it is or is not an SDO. There is a need for IHE to consider, clarify and
communicate a consistent position on this question.

-

Relationship of any by-laws to the original Joint Initiative (JI) Charter and to
evolved JIC policies and procedures, including retaining the preference for joint
standards to be available as International Standards

-

Better integration of xSDO activities and advice with the activities of the JIC
and its member bodies.

-

Better defining the roles of the Chair, xSDO Co-chairs and JIC Secretariat.

-

More formal arrangements for rotation of JIC chair based on an overall 4 -year
commitment – 1 year as Chair-elect, 2 years as Chair and 1 year as Immediate
Past Chair. The Chair will pass to ISO in January 2013.

5.

Review of current work items, noting the importance of maintaining the work item
registry and providing more detail for public communication via the website. Specific
details of particular projects were discussed and noted by the JIC Secretariat for
inclusion in the registry. Those reported to the TC 215 plenary are noted at 10.4
below.

6.

Proposed approaches to SDO alignment, particularly where standards need to be
jointly published with ISO. With assistance from ANSI, HL7 and CDISC, considerable
progress has been made through discussions between the TC 215 Secretariat and
the ISO Central Secretariat and various different pathways are being explored for
different types of documents (see resolutions from WG 2 for some of these).

7.

Role of xSDO Coordination Group. The on-going role and reporting lines for this
group, co-chaired by Don Newsham and Elizabeth Keller of Canada, has been the
subject of several debates, particularly in light of the re-organisation of TC 215. Key
outcomes were reported in the following terms:
" [TC215] Advisory Group 3 (in the Charter signed by all Joint Initiative SDOs
and formerly identified as Joint Working Group 9) is a planning, process
determination and coordinating group that makes recommendations to the
Joint

Initiative

Council

on

resolving

gaps,

overlaps

or

issues

of

counterproductive standardization.
AG 3 is not a decision body but makes recommendations to the JIC
AG 3 is also the external cross-SDO coordination group for the TC 215
Coordinating Group (which is internally focussed."

10.3

JIC OPEN FORUM

Australian Delegate Attendance

Richard Dixon Hughes (JIC alternate for HL7 affiliates)
Heather Grain,
Trish Williams

The JIC Open Forum was held between 1600 and 1830 on Saturday 5 May, following
directly on from the main JIC meeting.
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Because the JIC meetings are now open and well attended by most of those interested,
there was not an extensive update on current JIC activities and projects or on the proposed
TC 215 restructure as these had just been discussed in some depth at the JIC meeting or
would be covered in more detail during the main part of the TC 215 meeting.
The Open Forum centred on presentations and discussion of several key topics, including:


An update on work in seeking access to health informatics standards for Low and
Medium Income Countries (LMICs) – followed by a discussion of related activities
based on:
-

Input from Marion Lyver on the work of the TC 215 Public Health Task Force
(PHTF) including the development of a survey instrument, the conduct of an
environmental scan and the long-term model for progressing public health
standards post the Task Force.

-

Input from John Ritter on the activities of the HL7 Mentoring Committee, which
in stimulating engagement with those involved with health informatics in Africa.

-

Input from Don Newsham and Elizabeth Keller on the JIC/xSDO outreach to
LMICs, also focussed on Africa, noting Don's recent involvement in giving a
workshop at an eHealth conference in Yaoundé, Cameroun.

Topics included future plans and further activities required. Changes of personnel at
UN-WHO were noted – including the departure of Patrick Whitaker, who had been
actively working with the community to progress these issues.


Standards Knowledge Management Tool. (See 10.5 below).



Clinical Information Modelling Initiative. (see report in next sub-section).

10.3.1

CLINICAL INFORMATION MODELLING INITIATIVE

There was a presentation on the CIMI (Clinical Information Modelling Initiative) project from
Nicholas Oughtibridge (UK NHS) and Jamie Ferguson (KP). It was noted that this is not a
JIC project. The intent of the work is to develop a common format and specification for
representation of health information content. The CIMI work will embody 3 principles


Specifications will be publically available (“free” in both the sense of free beer and
free speech)



Will be transparency of work products and processes



Available in multiple formats - ADL 1.5 first

There are a “community” of leaders for the work are - key ones include: CDISC, NEHTA,
OpenEHR Foundation, the US Government (particularly VA), HL7, Canada Health Infoway,
GE Healthcare, NHS England, MoHH Singapore, InterMountain Health Care and IHTSDO.
This mix includes funders, providers, governments, vendors, consultants, SDOs and SIGs.
An interim executive committee was set up in Jan 2012 and the work is proceeding through
face to face meetings and task forces.
The agreed technical foundations of the work are:


terminology - SNOMED CT and LOINC for lab results
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modelling - syntax via ADL 1.5;



reference model - being determined by task force

There was a flavour in the discussion around the room of struggling to see how this fits with
other existing initiatives. Exponents in turn argued that it allows DCMs to be shared as they
are employed / instantiated in different environs eg - GE and openEHR.
Ultimately there was a mixed response from the floor - Japan wants to become involved,
some others less sure.
For reference: http://informatics.mayo.edu/CIMI/index.php/Main_Page
It was noted that the CIMI community would be holding a face-to-face meeting the following
Thursday, Friday and (part) Saturday at Kaiser Permanente premises in San Francisco –
with a video link to Canada Health Infoway's Vancouver office for those staying in
Vancouver between the ISO/TC 215 and HL7 meetings. The outcomes of this meeting are
to be more comprehensively documented in the report of the Australian delegation to the
HL7 Working Group Meeting.

10.4

STATUS OF JIC PROJECTS AND POTENTIAL PROJECTS

Completed activities


ISO 21090:2011 Health informatics – Harmonized data types for information
interchange.



ISO/HL7 10781:2009 Electronic Health Record-System Functional Model, Release
1.1. Although the progression of this item was shepherded by the JIC, it was actually
brought to fruition by using the agreement between ISO and HL7, with CEN
acceptance in parallel with ISO.



Release 2 of ISO/HL7 10781 is a separate JIC project, currently being progressed.



Initial set up of the Standards Knowledge Management Tool (SKMT). Population of
the tool is continuing as an on-going TC 215 activity with active encouragement of
JIC.



Identification of Medicinal Products (IDMP) – a series of 6 related standards - in the
process of publication.



Individual Case Safety Report (ICSR).

New projects – 2012


EHR Clinical Research Functional Profile. Progression of this project in a way that
leverages the existing ISO/HL7 EHR-S Functional Model and still meets the needs of
European stakeholders was raised as a JIC issue and is understood to have resulted
in a more harmonised approach.



ISO 13940 System of concepts to support continuity of care (Contsys). The current
joint ISO/CEN Contsys project involves revision and update of existing work originally
undertaken by CEN. The lead is Nicholas Oughtibridge (for TC 215/WG 3).
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Current JI-approved projects – progress reviews
Current work items, whose progress was reviewed in the JIC and/or X-SDO Coordination
Group sessions, included:
1.

ISO 14199 The BRIDG Domain analysis model for protocol-driven biomedical
research. Harmonisation for 3-way balloting (and longer-term maintenance) between
HL7, ISO/TC 215 and CDISC remains the main issue that is now being addressed via
a different approach under which CDISC will be recognised as having the
predominant forward maintenance role.

2.

Clinical Trials Registration and Results Reporting. HL7/RCRIM work on this topic
was approved as a JIC joint project in April 2009 with HL7, TC 215 (WG 2) and
CDISC participating and Scott Getzin as the project lead.

Unfortunately ballot

materials were delayed in the hand-over of the TC 215 secretariat from HIMSS to
AHIMA but the problem has now been identified and the work is expected to get back
on track shortly.
3.

ISO/HL7 10781 EHR-S Functional Model R2.
There has been considerable recent activity concerning progression of this work as a
joint standard, with ISO regarding the previous arrangements as no longer applying
and new agreements being sought to progress the work. The ISO ballot got out of
sync with HL7 but there were many hundreds of comments from the first HL7 ballot,
so it will need to go to re-ballot in HL7 anyway with additional out-of-cycle meetings
required to incorporate modifications from ballot comments in a timely fashion.

4.

Automatic identification and data capture standard patient ID and Care Giver ID.

5.

ISO 13972 Quality requirements and methodology for detailed clinical models . The
work item was covered extensively in joint sessions of WG 1 and WG 8 – see
section 13 below. An agreed way forward has now been identified.

6.

Business requirements for a syntax to exchange structured dose information for
medicinal products.

Potential JI-projects pending approval
The following is a potential JI project, still awaiting formal approval by the JIC, pending
further progress or information being provided:


Data types implementation guide (in relation to specific use cases). Heather Grain is
the proposed project lead and is still in the process of developing a more detailed
outline of the item on behalf of ISO/TC 215/WG 3

10.5

USE AND GOVERNANCE OF STANDARDS KNOWLEDGE
MANAGEMENT TOOL (SKMT)

Use of the SKMT and governance of its content were discussed at several points in the
meeting including the JIC Open Forum, Operations & Harmonization, the Executive Council
and in sessions with various working groups.
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An update on the status and use of the tool was provided.

The table below indicates

current status information.

Item

Number

Documents

245

Terms

3199 (includes synonyms, abbreviations etc)

Definitions

3101

Terms with > 5 definitions

44

Users

1,217 from 54 countries. High users include:
USA (563), Canada (271), Australia (101),
UK (42), and The Netherlands (27)

A new Release 2 of SKMT has just been launched which includes the following
improvements:


Extended functionality



User interface improvements



Improved searching



More powerful export features



Faster operation!!!



Extension of the "adopted by" feature – allowing countries to identify the standards
that they use.



Organisations being able to identify products they RECOMMEND (as well as those
they PUBLISH)



Adoption of terms is through organisational glossary or publication



Administrative features tested and include
-

Merging to support term harmonisation

-

Pending items may be restricted access

-

Edit verification warnings

It was noted that the tool complements the capabilities of the ISO Online Browsing Platform
(OBP), the US Health Information Knowledgebase (USHIK) and METeOR in Australia.
Some of the key differences are as follows:


Comparing SKMT with ISO/OBP:
-

SKMT spans multiple health informatics SDOs, whereas ISO/OBP is limited to
ISO standards
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-

SKMT is a working tool that aims to assist in managing the existing diversity of
definitions for common terms and allows different definitions to be recorded for
a term according to its use in different specific contexts



-

Terms are linked to documents

-

OBP is primarily a source of references

Comparing SKMT with national term set management systems such as the USHIK
and Australia’s METeOR, the national systems provide the definitive catalogue of
country-specific data elements, whereas SKMT needs to include any of the various
terms defined in the different standards even where these may be inconsistent.
SKMT was also designed to include some glossary resources.

The JIC received a report from Heather Grain and Andrew Grant proposing an
administrative structure for the SKMT. This proposed that a SKMT Governance Committee
be established with would manage the processes, tooling and content of the SKMT on
behalf of the broader health informatics community. The activities include the governance
of the harmonisation process, the liaison with each of the individual organisations involved
in order to develop understanding of the product, and to assist these organisations to
determine how they wish to engage with the tool and its content. The membership of this
group would include a representative of each of the:


Member organisations of the JIC



organisations providing content into the JIC (such as Standards Australia or NEHTA
should they choose to participate)



SKMT administration group



WG3 of ISO TC215 (who will act as the advisory group to the committee)

This suggestion was well received and each of the member representatives on the JIC have
been asked to go back to their organisations and seek their view with the intention of
confirming this process and establishing the committee over the next few months.
The TC215 Executive Council indicated their intent that maintaining and participating in
harmonisation of content through use of the SKMT will be proposed as a mandatory part of
the TC215 process in September.

A draft harmonisation proposal document and

instructions were provided to the leadership of TC215.

Heather Grain spent time with

leaders in WG4 and the leader of the ContSys project to assist their entry of data and
preparation of harmonisation proposals.

It is anticipated that these harmonisation

proposals will be prepared prior to the next meeting where they can be considered.
Ongoing support for this activity will be required.

Relevance to Australia
SKMT is gaining increased awareness within the international community and is being
referred to regularly in a range of meetings both in Australia and overseas.
The development of an Australian portal to this tool might be worth consideration, allowing
easy access to Australian Standards in the first instance, plus the ability to explore deeper
to international standards. This type of national portal would potentially complement the
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project based approach being used in TR 14639 (Capacity-based eHealth architecture
roadmap) – effectively providing different views/slices through the standards environment
that are helpful to end-users.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

Executive Council

This is in relation to the ongoing development and usage of the
Standards Knowledge Management Tool (SKMT) in ISO/TC
215 work and more broadly.

IT-014

Health Informatics
Standards Glossary and
Knowledge Management
Tool

IT-014-01
IT-014-02

Recommendations:


Australia continues to support the development and
promotes the usage of the SKMT



Australia assists in driving a greater level of awareness of
the relationship between the various “meta-informatics”
resources including SKMT, the HI wiki and other tools



Consideration be given to development of an Australian
portal to provide easier access to Australian Standards

NEHTA

Action: IT-014 to continue support for use of SKMT to
inform our own definition developments in our documents,
as well as our international contribution.
Action: Consider development of an Australian standardspecific portal.

11. PLENARIES
11.1

OPENING PLENARY

This session was open to all members of national delegations and represented the official
opening of the meeting, from the viewpoint of ISO/TC 215 standards development activities.
As the host nation, Canada gave a presentation that revealed some interesting facts in
about health informatics, and health IT uptake, in Canada:


50% of Canadians now have an EHR



COACH – the health informatics body in Canada – has 1800 members



Canada Health Infoway leads the Canadian standards collaborative – an umbrella
activity which provides consolidated governance of the Canadian health informatics
standards activities and Canadian input to HL7, ISO, ITSHDO and IHE.

Relevant liaisons were recognised including IMIA, HL7, other ISO and IEC TC’s (e.g.
ISO/TC 150 Implants for surgery, ISO/IEC JTC 1 Information technology)
ISO/TC 215 Chair, Dr Chris Chute, spoke of issues of recognition of TC 215's role and
outputs as more and more interest groups seek to take leadership roles (including WHO
and ITU-T). Attention was drawn to CIMI as an example of excellence, in that it is practical,
focused and something TC 215 can participate in as practical and adding value in the field.
As the leader of the ISO/TC 215 Reorganization Task Force, Jeremy Thorpe (UK) provided
an update on challenges and activities in finalizing work on the reorganization of the TC.
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The main priority at this point is the need for a clear delineation of activities and roles and
responsibilities for each working group. He also commented on feedback from ISO Central
Secretariat and the further development of the roles of the Executive Council (AG 1), the
Coordinating Group (AG 2) and xSDO Coordination Group (AG 3).
As leader of the Project Prioritization Task Group, Richard Dixon-Hughes (Australia) spoke
regarding criteria for new work item consideration, prioritization, assessment and
consistency. He noted that a more detailed presentation would be given to the Executive
Council but that more rigorous application of existing ISO rules would go a long way to
improving things, in particular requiring more evidence of an environmental scan and
referencing of existing work. He also suggested a requirement for better and wider
engagement with affected stakeholder groups. Overall the toughest area is consistency –
and he suggested that the environmental scan can help with this. This topic is further
reported in section 9.3 above.
Lisa Spellman, as Head of the TC 215 Secretariat, reminded working group convenors to
ensure that information in their standards and defined terms are added to SKMT (Standards
Knowledge Management Tool). The work of Heather Grain in this space was also
acknowledged. The TC is also looking to do training in SKMT and looking to have an
orientation for new attendees and delegates.
th

The release of the 9 edition of the ISO/IEC Directives in April 2012 was noted. Changes
include significant tightening of the measures required to ensure that new standards work is
relevant, harmonized with other work and has broad stakeholder support.

In future,

affirmative votes on new work items will need to be justified (in the past, only negative votes
had to be justified, which biased the NP ballot process in favour of accepting all suggested
new work items).
Regarding TC logistics, the TC 215 is now dedicated to use of the ISO e-Committee portal
(previously known as LiveLink) for holding all WG documents and would be discontinuing
maintenance of the SharePoint facility hosted by AHIMA for TC 215 documents.
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11.2

CLOSING PLENARY

Australian Delegate Attendance

Richard Dixon Hughes (Head of Delegation)
Heather Grain (WG 3 convener)
Naomi Ryan (WG 8 secretariat)
Heather Leslie, Michael Steine, Vince McCauley, Chris
Bain, Trish Williams, Anthony Maeder, Andy Bond

The closing plenary addressed the following agenda, with all resolutions being separately
recorded in section 21 below.
1.

Opening of meeting

Dr. Chris Chute

2.

Roll Call of ISO/TC 215 Delegates

Ms. Lisa Spellman

3.

Adoption of agenda

Dr. Chris Chute

4.

Appointment of the Drafting Committee

Ms. Lisa Spellman

5.

Report of the Secretariat

Ms. Lisa Spellman

6.

Report from the ISO/TC 215 Executive Council

Dr. Chris Chute

6.1. Re-Organization Interim Report

Mr. Jeremy Thorp

6.2 JIC Report

Mr. Bron Kisler, JIC Chair

7.

Liaison Reports

8.

Reports [and resolutions] from the Working Groups

WG conveners

9.

TC 215 long term calendar development – 3-5 year

Ms. Lisa Spellman

10. Other Business

Dr. Chris Chute

11. Approval of Meeting Resolutions

Ms. Lisa Spellman

12. Adjournment (Close of meeting)

Dr. Chris Chute

11.3
11.3.1

LIAISON REPORTS
ISO/TC154 PROCESSES, DATA ELEMENTS AND DOCUMENTS IN
COMMERCE, INDUSTRY AND ADMINISTRATION

The ISO/TC154 technical committee (which deals with processes, data elements and
documents in commerce, industry and administration – including ebXML and EDIFACT)
extended an invitation to TC215 to attend its forthcoming meeting on 8-12 October, 2012 in
California, US. At their last meeting in 2011, there are no resolutions which required
immediate consideration of ISO/TC 215. Further information on the work of this technical
committee can be located at www.isotc154.org.

11.3.2

SC 27 CHAIRMAN'S PRESENTATION TO THE NOVEMBER 2011 JTC 1
PLENARY MEETING IN SAN DIEGO

This report reviewed the status of the projects within the SC27 Steering Committee on IT
Security. Various new work items and progression of work on current items were presented.
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12. TRADITIONAL MEDICINE TASK FORCE (TMTF)
Anthony Maeder, Heather Grain

Australian Delegate Attendance

The Traditional Medicine Task Force was established to work on data and informatics
standards related to Traditional Medicine, (also known as Traditional Chinese Medicine, or
Traditional Oriental Medicine (TOM)), which is a knowledge domain now having its own ISO
committee TC249 (Traditional Chinese Medicine)

12.1

PROGRESS AT THIS MEETING

This meeting achieved agreement on the Terms of Reference for a Joint Working Group
between TC249 and TC215. This is a major success and the groups though still difficult are
contributing with improved understanding. Agreement had significant input from members
of both groups as well as ISO and ANSI. The Terms of Reference document has been
circulated. This represents a meaningful legacy of the work done by Dr Kwak. A number of
preliminary work items are proposed, most of which will be developed to extend and include
review of existing terminological resources used in western medicine, rather than treating
traditional medicines as different. This change of approach will not change the actual work
greatly but is likely to produce more useful final products and to assist in obtaining
engagement from the broader community. Work items accepted as preliminary items at this
meeting are:


ISO/PWI Health informatics – Conceptual framework for representation of sites in
body surface non-chemical stimulation
This item has a very broad scope. It includes acupuncture, massage and many other
forms

of

non-chemical

stimulation

and

will

extend

current

framework

for

representation of sites in body surface.


ISO/PWI Health informatics – Conceptual framework for representation of treatment
and diagnostic non-chemical stimulation methods
This item is related to the one immediately above and extends existing treatment and
diagnostic non-chemical stimulation methods (including radiotherapy).



ISO/NP TS 18062 - Health informatics – Categorial structures for representation of
herbal medicaments in terminological systems
This item, like the others in this group, is no longer limited to only traditional medicine
and is intended to build upon existing defined terminological system structures.

The JWG needs appropriate experts.

Relevance to Australia
It needs to be determined if Australia wishes to continue participation in this TF/JWG. The
benefits are involvement with an emerging major HI initiative in our region, and support of
the TCM area within Australian healthcare which has a strong following (many thousands of
practitioners) who are on the national practitioner registration scheme (and so may be using
national eHealth resources such as PCEHR access, or contributing data to the summary
record) but historically have poor HI involvement/adoption.
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A major impediment to Australian involvement is lack of a coherent group of TCM experts
within IT-014, or even a pool of relevant TCM experts external to IT-014 who could be
called on when necessary.

This would be essential for possible involvement in current or

proposal of future NWIPs of interest for Australia.
It is also necessary to consider whether any current or intended TC215 WG3 it ems in
which Australia is involved or has an interest, may impact in TCM and if so should be
proposed for JWG assignment. If Australia were to ignore this matter, it is likely that
decisions made by the TF/JWG will affect Australian TCM practitioners and their role and
obligations within our national eHealth and PCEHR initiatives in the future when it is too late
to have an influence.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

TC215/JWG10

The new ISO/TC 215/JWG 10 Joint Working Group with
TC 249 on Traditional Chinese medicine is developing new
work item proposals to undertake work in the following areas:

IT-014

Traditional Chinese/
Oriental Medicine
Projects



Conceptual framework for representation of sites in body
surface non-chemical stimulation



Conceptual framework for representation of treatment and
diagnostic non-chemical stimulation methods



Categorial structures for representation of herbal
medicaments in terminological systems

DOHA

Experts are required and Australia has active programs in
complementary medicine but limited
DOHA and IT-014 need to consider the contribution we wish
to make to these work items. Engagement of traditional
medicine, but also physiotherapy and other therapies
should be sought to ensure that the needs of Australia are
appropriately met.

13. WG1/WG8 JOINT MEETING
Australian Delegate Attendance

13.1

Naomi Ryan (Secretariat), Richard Dixon Hughes,
Heather Leslie, Chris Bain, Anthony Maeder,
Trish Williams,

PROGRESS AT THIS MEETING

Working Groups 1 and 8 shared a common agenda and met together for all sessions of this
meeting.

Working Group 1 is chaired by Dr Stephen Kay (UK) and Working Group 8 is

chaired by Dr Marion Lyver (Canada).

Naomi Ryan (Standards Australia) is currently

providing Secretariat services for both working groups.
It was resolved during the meeting that Working Groups 1 and 8 are to merge into a single
working group – the title and scope of the new WG, yet to be determined, will reflect the
mutual interests of both groups and work activities.
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13.2

PROGRESS OF PROJECTS

13.2.1

13940 SYSTEM OF CONCEPTS TO SUPPORT CONTINUITY OF CARE
(CONTSYS)

Stephen Kay and Nicholas Oughtibridge (UK) presented this project.
The proposed ISO 13940 System of concepts to support continuity of care (ContSys) exists
in an earlier form as a European standard, which is being fast tracked (with substantial
support) by TC215 having passed NP ballot with a DIS planned for June 2012 for ballot
though to Jan 2013. There is much international feeling that it is not yet sufficiently detailed
although the counter position was voiced that it is a high level conceptual framework
enabling customised, detailed instantiations.
ContSys relates to the conceptual (or "World") view of a health care enterprise withi n a
health care system and identifies the conceptual components in this space, their
characteristics, relationships and interactions.
The goal is to try to achieve ContSys on a 2 year ballot cycle.

Progress to date


There was good engagement from NMBs in the recent CD ballot. Of 25 votes, 14
were in favour, 11 abstained and there were none against.



It is now approved to go to DIS ballot once the ballot comment issues have been
resolved by the expert group and a final committee draft has been prepared and
approved for circulation. This is expected to be completed at a CEN working group
meeting to be held on June 18/19 in Brussels.



348 out of 355 comments have been considered by the expert group – leaving 7 to
resolve. One of the tensions from the CD ballot related to the scope and extent of
explanatory and informative material, in particular whether to:
-

Expand the introduction and add additional appendices on epSOS and care
planning, or



Trim them so the standard concentrates on the concepts.

The required resolution was put to the TC 215 plenary and passed to enable a draft
to be submitted in June for circulation for DIS ballot in July.

Recent additions appear to have made this project more academically and conceptually
focussed than the first published version. It appears to have included more input from the
Swedish national conceptual and context process model, championed by Karl-Henrik
Lundell, which is academically very pure, but is understood to still not be implemented in a
practical sense.
For this work to be useful, its ability to be applied to practical implementations needs to be
confirmed. Discussions with Nicholas Oughtibridge (UK NHS) suggested that this does not
appear to be under consideration, although he did suggest that it could perhaps be tested
using 13606 models.
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Relevance to Australia
If implementation support is eventually included, this work will be a useful resource to
inform the NEHTA CI team DCM and specification development.
IT-014-12 also has an interest in using ContSys (expanding on the Wagner Care Model) for
a proposed new 2012-14 project on Care Management process modelling where patient
monitoring is involved. This is of considerable interest more generally, as the emphasis of
Chronic Disease Management strategies, beyond conventional healthcare processes and
systems, grows as one of the elements of national healthcare reform.
Australian involvement with the upcoming DIS process is advocated so that any mismatch
of this methodology with our expectations (and any potential clash with the approach taken
in our new IT-014-12 item) is determined early.
Others that have already expressed strong interest in this item, having contributed to
previous consideration and discussion of the CD ballot and encouraging uptake of ContSys
as a joint development under the auspices of the JIC, include IT-014-02, IT-014-06-06, IT014-09 and IT-014-13.
If an appropriate level of support is to be found nationally, which may require further expert
engagement beyond current IT-014 community, Australia should affirm its position of
support. In this case it would also be desirable to assist with advancement of the item with
additional expert active involvement as a joint exercise involving the relevant IT-14
subcommittees.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 1 & 8, WG 3

This work is being fast tracked through CEN to go to joint DIS
ballot in June 2012 closing Jan 2013. Although not yet widely
known in Australia, its potential impact on e-health standards
and specifications is significant.

IT-014-02

Recent additions appear to have made this project more
academically focussed than the first version published as a
European Standard. It is critical for this work be capable of
practical application – this may no longer be the case.

IT-014-12

ISO/CD 13940 System of
concepts to support
continuity of care ContSys

If implementation support is included, this work will be a useful
resource to inform the NEHTA CI team, DCM, and specification
development.
Alignment with IT-014-12 work on care
management process modelling is also important.
Action: Form joint group of Australian experts to review and
contribute to ContSys ballot response and to ensure that
the standard is capable of practical iimplementation, is
firmly grounded in clinical practice and can be implemented
in specifications and by grassroots vendors.
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13.2.2

POTENTIAL EXTENSION OF ISO/TR 13054 KNOWLEDGE
MANAGEMENT OF HEALTH INFORMATION STANDARDS

Technical Report ISO/TR 13054 provides background on the development and operation of
the Standards Knowledge Management Tool (SKMT) and is still awaiting publication by ISO
Central Secretariat.
In WG 1 and 8, an update on SKMT Release 2 and its use and governance in TC 215 and
other health informatics standards work was given. It addressed similar points and issues
to those discussed in the JIC Open Forum and Executive Council and reported in
section 10.5 above.

Proposed further work
An extension of ISO/TR 13054 (perhaps as a second part) on the functional classification of
health information standards has been suggested as a further work item for TC215.
The intent is to use the classification to support easier access to standards from multiple
points of view, including location and clustering, underpinned by an ontology. An example is
accessing relevant standards from an architecture diagram (e.g. the eHealth maturity
Parthenon diagram) via hyperlinks. This is expected to include the following activities:


Further literature research



Empirical analysis of TC 215 standards



Case example analysis with GCM (generic component model)



TR targeted publication – Northern Spring 2013

There was much discussion from working group members with regards to this item and the
current de facto classification being used in the SKMT:
Bernd Blobel (Germany): disagrees with an ontology based on the current approach as it
needs alignment with RMODP
Beatriz Leao (Brazil): commends the work and its practical application to simplifying access
to available standards
Mark Fuller (Canada) Suggests consideration be given to alignment with architecture
framework standards like TOGAF? Needs to be useable and real. How do we make it
authoritative?
New Canadian delegation processes won’t allow Andrew Grant to formally propose this
work item without prior consideration and approval by the Standards Council of Canada and
its Canadian Advisory Committee to TC 215.
It was agreed at the closing plenary that an NP proposal and draft would be processed
(subject to the proposed project being supported by the Standards Council of Canada) (see
resolution 48).

Relevance to Australia
SKMT is gaining increased awareness within the international community and is being
referred to regularly in a range of activities both in Australia and overseas. The underlying
classification described in TR 13054 has been used in recent reviews of standards for
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national programs but has proven hard to apply in places and needs to be updated in light
of more recent web-based interoperability paradigms.

Australian experience would be

valuable in providing a more useful health information classification of standards for ongoing use, particularly as it is being incorporated in tooling such as SKMT. Recent work on
e-health architecture being progressed by IT-014-09 as part of the e-health interoperability
framework is also directly relevant.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 8

An extension of ISO/TR 13054 (perhaps as a second part) on
the functional classification of health information standards has
been suggested as a further work item for TC215. Australia
has relevant experience in the use of the existing classification
and associated development of e-health architecture
frameworks.

IT-014-02

Proposed extension to
TR 13054

IT-014-09

It is proposed that Australia awaits further information
regarding the proposed extension to TR 13054 Health
Informatics - Knowledge management of health informatics
standards with a view to contributing to the work, if appropriate.
Action: IT-014-02 and IT-014-09 should review this
document to assess its utility to inform definition
developments in our documents and in light of Australian
experience in applying the current classification.

13.2.3

ISO TR 14639-1 CAPACITY-BASED EHEALTH ARCHITECTURE
ROADMAP PART 1

The leaders for this project are: WHO and Brazil (Beatriz Leao). Experts are contributing
from the following countries: Australia, Brazil, Canada, Netherlands, Italy, Kenya, New
Zealand, Rwanda (as invited experts), South Africa, Sweden, USA
This ISO Technical Report (TR) provides background information on national approaches
and architectures for e-health implementation and was sent to ISO Secretariat for
publication on Dec 2011.
A major concern to the working party is that the TR is currently languishing at the ‘bottom of
the pile’ with not foreseeable priority for publication.

It has been reported that this is

because it is ‘only’ a TR and there are no ISO processes to establish a priority or to register
urgency for publication. Priority is given to the publication of International Standards first,
then Technical Specifications, lastly Technical Reports; however, the information in this TR
will age relatively quickly.
WG 8 is continuing to explore avenues by which TR 13639 (parts 1 and 2) might be made
freely available, at least to LMICs. This report and similar other standards currently under
development are intended to guide LMICs but are difficult for them to access because of
the current ISO business model and copyright practices. The intent of this work is to
support LMIC to be empowered to access and participate in standards, so further
consideration needs to be given to strategies that might allow unhindered access to this
report among LMICs.

Australian delegates had indicated that these might emerge as

issues when the work was first proposed in 2008/09 but this advice was not heeded.
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Jan Talmon (The Netherlands) suggested investigating the possibility of parallel open
source publishing of key parts of the report in the international academic arena to ensure
that they are available.
On the advice of the TC 215 Secretary, Lisa Spellman, a resolution was formulated (and
passed at the closing plenary) to seek ISO cooperation in making this item a priority for
publication, despite only being a Technical Report. The issue re making these documents
publicly available also needs to be documented, pursued and followed up with some
advocacy within ISO over the next few months.
One of the key authors, Patrick Whitaker, is no longer able to contribute from WHO;
Ramesh Krishnamurthy will be the liaison from WHO on standards work. Patrick will still
contribute to the group as an invited expert.

Relevance to Australia
Australian expertise contributed to this valuable work which is applicable not only in the
LMIC context but also to a broader range of countries.
If observing similar work being initiated in the future, Australia should continue to be
prepared to highlight the need to consider whether an ISO technical report is the
appropriate publication vehicle.

13.2.4

ISO TR 14639-2 CAPACITY-BASED EHEALTH ARCHITECTURE
ROADMAP PART 2 – ARCHITECTURAL COMPONENTS & MATURITY
MODEL

This Technical Report is partially completed and it was noted that its further progression
would be discussed at length at a full day meeting of the ISO TC215 Public Health Task
Force being held on Thursday, after the conclusion of the main TC 215 meeting. Further
authors are being sought for components with an intent to complete authoring in the next
three months. The following aspects of the document status were noted:


Introduction and Scope – these had been completed in mid-2011 by a small team led
by Richard Dixon Hughes (Australia) and Pier Angelo Sottile (Italy) with strong input
from CDC and Kaiser Permanente in the US. These parts had also been adapted to
produce the introductory sections of Part 1 (now submitted for publication)



Health Process Domain Component descriptions – 9 out of 13 components (69%) yet
to be completed.



eHealth Infrastructure requirements – 5 out of 7 components (71%) yet to be
completed



ICT Infrastructure requirements – 3 out of 5 components (60%) yet to be completed



Mexico have provided a significant contribution, especially examples. The expert
group is looking for further examples, including the Swedish process model.

Each component requires a description of the component; a definition of requirements to be
addressed at each of a Low/Medium/High levels of capability; cross-references and
dependencies on other components.
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Relevance to Australia
Australian expertise is again contributing to this valuable work, which is applicable not only
to LMICs but a broader range of countries. This work will no doubt face the same issues
around publication as the Part 1 document described above.
Australia could canvas for additional expert authors to contribute to the remaining
components.

13.2.5

NP PROPOSAL - AUTOMATIC IDENTIFICATION AND DATA CAPTURE
MARKING AND LABELLING – SUBJECT OF CARE AND CAREGIVER
(HEALTHCARE PROVIDER) IDENTIFICATION

This project has been proposed and is being led by Christian Hay from GS1 (via JIC) with a
view to being published as an ISO Technical Specification.
The patient ID/Caregiver ID project was supported by JIC members (including ISO) in
April/May 2010 but was never actually formally balloted as an ISO project, hence it is now
to be formally initiated by means of an NP ballot, with a draft outline of the final document ot
be provided.
The intent is to create implementation guidelines on standards for identification and marking
labelling for patients and care givers to enable Automatic Identification and Data Capture
(AIDC) applications for care delivery process and other purposes, to ass ist in assuring
patient safely.
There has been ongoing work initiated from GS1 and it will reference existing ISO/TC 215
technical specifications on identification - ISO TS 22220 Identification of subjects of health
care and ISO TS 25725. Provider identification.
Due to previous JIC involvement, it is expected to pass ISO NP ballot positively by end of
August and to have a CD draft available for Vienna meeting, September 2012.

UK,

Sweden, Germany, Brazil and Japan are supporting this initiative going forward.

13.2.6

EHR MANAGEMENT AND PRESERVATION

This work headed by Wo Chang from NIST (USA) is aimed at:


Creating a standard universal EHR schema to encapsulate clinical info by parsing
various incoming EHR formats and storing them into archetype classes;



Establishing a set of standard interfaces (e.g. Web Services, API et) for systems to
access, migrate , replicate and distribute archetype-base clinical information between
different digital EHR repositories; and



Establishing a set of standard interfaces e.g. Web services etc.

The project is still in its formative stage with activity and documents considered to date
including:


US activity via ONC and interoperability framework – many issues and requirements



Workshop April 2011 – http://ddpehr.nist.gov



PCAST (Presidential Council of Advisers on Science and Technology) report on
Health Information Technology
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ISO 18308 Requirements for an EHR Architecture



ISO 13606 EHR Communication

Contributors to discussion suggested that a much clearer proposition is needed, noting that:


At least 25% of the proposed work has already been done in WG4. Appropriate
positioning and avoidance of overlaps is important



The scope appears too big - however this could potentially be dealt with by
documenting a high level approach to all issues around data preservation, then
selecting specific areas to target in detail at a later date.



There is a need to leverage existing work on standardising clinical information
modelling, not create a new approach to Universal EHR; need to bring something
concrete to an ISO NP, not questions for solutions.

Wo Chang is to make contact with a number of volunteers, including Heather Leslie
(Australia), and reconsider the scope and approach of this potential work item.

13.2.7

ISO 13972 QUALITY REQUIREMENTS AND METHODOLOGY FOR
DETAILED CLINICAL MODELS (PARTS 1 & 2)

The project leader is William Goossen (The Netherlands).
An introduction and positioning of DCM (Detailed Clinical Models) in relation to health IT
architectures was provided and the content of parts 1 and 2 of the proposed document
noted: In addition to general components comprising scope, definitions and sources, the
current parts address:




Part 1:
-

Involvement and endorsement of clinicians and professional bodies for DCM;

-

Repository, governance and maintenance of DCM; and

-

Patient safety measures.

Part 2:
-

Medical knowledge for content of DCM;

-

Data elements expression in the DCM; and

-

Meta information about DCM.

Australian experts have been actively contributing to this work item in order to try to shape
the work so that it is as inclusive of all models and modelling approaches as possible.
There has not been a lot of collaboration between meetings and it has not been easy for
experts to influence the general direction or scope until now.
In theory, a positive outcome from the recent CD ballots would enable both p arts to
progress to DIS ballot targeting a full international standard (IS), however it was apparent
that a number of countries with significant expertise in clinical modelling had significant
reservations about the work. Australia, Japan and UK expressed concern that the work
was targeting an International Standard when the clinical modelling environment is still in
relatively immature and evolving, requesting revision of the targeted publication to a
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Technical Report or Technical Specification. Canada expressed concern that the underlying
models required an underpinning reference model to ensure safe transformations.
Other key ballot comments related to:


Considerable duplication in Parts 1 and 2 needing to be resolved and concerns that
the sequence of material did not make good sense.



Change many uses of ‘SHALL’ to ‘SHOULD' to facilitate broader implementation until
the proposed standard's applicability is firmly established through implementation.



Considering the inclusion of more references to ContSys concepts and relationships,
reflecting conceptual processes in healthcare. [Note: Australia views this to be of
dubious value as it will only be useful for specific instances of DCMs, not the broader
principles and processes which are the principal focus of this work item.]



Include relevant comparisons and references to the ISO 13606 (EHR Communication) standard and HL7 modelling work (in addition to other UML-based models)



Consideration needs to be given to including activity, evaluation and structure as
types of DCM.

Progress at this meeting
As a result of background negotiation and further discussion within the working group,
significant progress in resolving differences was made.

Key matters discussed and

outcomes from this meeting included:


Parts 1 and 2 will be re-merged and re-sequenced into a single document with
duplicate material removed. This change required a TC 215 resolution.



The document will be progressed as an ISO Technical Specification (TS) rather than
as an IS. This change required a TC 215 resolution.
The Australian delegation, which had strongly opposed publication of an IS, indica ted
that, given the other changes proposed, it would be prepared to recommend
proceeding to a TS, despite previously having sought publication as a TR.
The UK had voted negatively because they did not consider that the material was
sufficiently stable for formal standardisation. They indicated they would also support
the move to a TS
Based on strategy offered by Richard Dixon Hughes (Australia), the expert group
(including a key stakeholders) are to meet and review the content with:
-

Content of a normative nature that can be agreed to be included as normative
content in the main body of the TS

-

Content that can be largely agreed but is not clearly normative will be included
in informative annexes

-

Content that is controversial (e.g. transformations and specific methods of
modelling) will be excluded and reconsidered in the future when the
approaches have some convergence and agreement.
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With respect to some of the more contentious content, that had attracted criticism in
ballot comments and during discussion:
-

Some are seeking that the TS support a normative requirement that all DCMs
be based on a published information model as their foundation; however, while
many agree, some still do not. This may need further negotiation.

-

William Goossen now agrees that transformations between modelling
formalisms are likely to be too difficult to address in this first edition, especially
now that CIMI is progressing. He is happy to take it out or make it informative.

-

There are normative statements of strong general requirements that should be
included in the statements for clinical engagement, governance etc. Examples:
include needing a repository; needing to have clinicians involved in DCM
validation etc.



Timetable for progression
After discussion as to whether the revised document needed to go back to CD ballot,
it was decided that it could be submitted directly to DTS ballot once complete and
acceptable to the expert group.
Regular Webex meetings are required to ensure experts collaboration and were
scheduled to progress the differentiation between normative and informative content.

Relevance to Australia
This general approach is much more acceptable to the Australian experts – a TR was
preferred, but if acceptable differentiation between normative and informative can be
achieved, then this work should be able to move forward more sensibly.
In addition, there appears to be a willingness of the primary author to engage with the
expert group more actively – hopefully this will result in more rapid progress.
Australia’s experts should continue to engage and contribute to this work. We need to
ensure that the published outcome is inclusive of all clinical models and a useful, positive
resource to support improved quality and processes for all clinical modelling.

13.2.8

REPORT ON JOINT INITIATIVE FOR STANDARDS ACCESS AND
PARTICIPATION IN LOW INCOME COUNTRIES

Various presentations highlighted that there are many varied approaches to this topic at
present. Some of these include:


Work on ISO/TR 14639 Capacity-based ehealth architecture roadmap – and making
the material readily available for use in LMICs



HL7 initiatives including the activities of the International Mentoring Committee (IMC)



TC 215 Public Health Task Force initiatives aimed at LMIC, with WHO involvement
anticipated.



SKMT collaboration to support visibility and accessibility of standards



Activities involving the above groups, the JIC and the xSDO group
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In particular, there appears to be some convergence between the approaches of the HL7
IMC and the JIC around potential joint approaches and activities that might include:


Joint team education briefing services (free) – HL7, PTHF wiki, ISO briefings, SKMT
etc.



Joint IMC/JIC action plans for “boots on the ground”



Collaborative participation for JIC/HL7/ISO/IHTSDO etc.



Joint Identification of standards priorities



Development of JIC LMIC “Network of Experts" advisory group (volunteer-based)



Identification of mechanisms to fund LMIC participation in standards work



Communicating success stories

The proposed benefits include:


Building standards capacity in LMIC countries – Standards awareness, participation,
access and adoption



Supporting strategic priorities identified by JIC and IMC Initiatives – Education,
Regional Collaborative Development, Build LMIC Infrastructure and Governance



Fostering increased participation in Global Standards Forums



Contribute to bi-directional learning – where JIC/ISO is learning from LMIC countries
on how to better apply standards to LMIC initiatives

The need for any activity to be appropriate to the needs of LMICs and a welcome addition
to their activities was noted. Many LMICs now have active programs and are seeking to
assert more authority over the way in which vital data is managed. Some have an embargo
on introduction of new systems that do not meet local standards and are working toward
locally appropriate solutions.

13.2.9

NEW PROPOSAL – CLINICAL DECISION SUPPORT AND ALERTS

This project was presented by Rikard Lövström and Heather Grain.
The target is for this project to be published as a TS, with much of the content being
potentially normative, including the following principles which should form part of the
following general foundations:


CDS is no substitute for qualified professional decision-making



CDS requires standard concept representation



CDS requires authoritative, evidence based knowledge - including clear indication of
the authorities on which the various knowledge elements are based.



Representation of warnings. 4 levels of warning are proposed:
-

Inform (can be ignored)

-

Advice (can be ignored)

-

Warn (requires clinician confirmation to ignore)

Copyright © 2010 Standards Australia Limited.

55

Final Report –ISO/TC 215 Meeting – Vancouver, Canada (May 2012)

-

Warn – Highly dangerous – strong potential for serious harm (requires at least
confirmation from more than one clinician to ignore)

Other issues to be considered include:


Knowledge development cycle and feedback governance and processes (nontechnical)



Fit to workflow



Specialty specific rule options



Introduction to component parts including: (a) knowledge bases and representation,
(b) trigger events and (c) machine based instructions (rules)



User Interface requirements – including issues such as position, flashing, use of
colour, use of scrolling – and the desirability of making sure that this standard could
be utilised in LMIC and on mobile phones etc

The proposed plan and delivery schedule are:


First draft will be sent out to experts by end of May 2012 for consideration.



Expert teleconferences will be arranged in June, July and August 2012.



Revision of draft by end of August to working group members for input



Intent to be ready for CD ballot by September meeting in Vienna.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 1, WG 3

Australia has led this work and should continue to be actively
involved in shaping its evolution.

IT-014-13

Clinical Decision
Support and alerts

This work should significantly inform the NEHTA CI team DCM
development.
Action: This work should be transferred to IT-014-13 and
consideration of our expert contribution should be given
by IT-014-13.

13.2.10

NWIP FOR REVISION OF ALL 5 PARTS OF ISO EN 13606 EHR
COMMUNICATION STANDARD

A presentation was delivered by Stephen Kay on behalf of Dipak Kalra, the project lead..
The intent is to update, harmonise and improve the five-part ISO13606 EHR
communications standard and a means of exchanging parts or even all of a patient’s EHR
within a federation of distributed heterogeneous EHR systems.
standard are:
Part 1 - Reference model
Part 2 - Archetype specification
Part 3 - Reference archetypes and term lists
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Part 4 – Security (which has been managed by WG 4 rather than WG 1)
Part 5 - Interface specification
All 5 parts were originally published over several years. Although the date for revision for
each part has begun to be triggered independently, it is proposed to review all parts as a
whole, rather than one at a time, as changes on one part can have an impact on others.
As ISO 13606 originated as a European standard, is primarily used in Europe, is a joint
ISO/CEN work item, and the 13606 Association is based in Europe, most of the work and
pressure for change is expected to come from CEN/TC 251; however, much of the
underlying technology parallels and draws on the archetype-based technologies in
openEHR, much of which originally came from Australia. Most 13606 implementations
make use of tooling developed for openEHR to manage their archetype definitions.
Proposed additional inputs in this review include more recent published requirements
including:


ISO 18308 EHR architecture requirements



HL7 EHR-S Functional Model and its profiles



EuroRec Quality Criteria for EHR systems



HL7/ISO 17537: EHR Clinical Research Functional Profile

The work is also expected to formally draw on the experience of those using the present
standard, to include:


A broad interview survey of 13606 adopters



Deeper engagement with specific programmes e.g. Singapore, NHS LRA



Wider engagement with overlapping initiatives and need to recognise the wider
standards landscape including: openEHR, HL7 CDA, IHE XDS and CIMI.



When 13606 was originally approved, there was close alignment with the HL7 clinical
statement pattern and a commitment to produce an HL7 implementation guide for
13606, which was never completed.



The underlying openEHR technology has also continued to develop and mature over
the decade since 13606 was first derived from it. There is potentially some benefit in
considering backward compatible changes that may better align 13606m and
openEHR



Experience and needs of EHR system vendors and eHealth platform architects e.g.
National Member Bodies

There was serious discussion about potential new areas of scope for ISO 13606 which
might be extended to include:


EHR repository architectures – first developed as a means to communicate between
heterogeneous EHR systems



Query standards for

EHR repositories – potential interest in adding a new part

related to querying repositories
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Clinical research results



Incorporating innovations in medicine including: personalised health, genomics,
social care etc; patient empowerment/engagement; integrating social and health care
and complementary medicine.

A Form 4 is being prepared for an NP ballot that will formally propose to:


Review all 5 parts of ISO 13606 together



Use a clean sub-set of the openEHR Reference Model



Align with ISO data types and recent security standards



Re-examine key areas for alignment with HL7



Update archetype approach drawing on the current status and emerging
developments in openEHR and CIMI

Specific feedback was requested from WG 1 on potential extensions to this basic set of
activities:


Possible extension of scope to include the information architecture (logical model) for
EHR repositories, and



Additional part 6 on a standard query model for EHR repositories

While strongly supporting the proposed update of 13606 in its current role as an EHR
communication standard, key commentators including Stephen Kay, Convenor of both
ISO/TC 215/WG 1 and CEN/TC 251/WGi and Richard Dixon Hughes, Co-Chair IT-014-09,
warned against trying to change the scope of 13606 to encompass EHR repository storage
and query standards. Prof Kay emphasised that, if one thing had been learnt from the long
delays and acrimony surrounding the original release of 13606, it was that it is very difficult
to get acceptance of major changes in scope when updating an established standard.
Richard Dixon Hughes was of the view that all unnecessary scope changes and growth in
complexity (or second release syndrome) not directly required for system to system
communication of the type currently supported by 13606 should be avoided.
He noted that the last 2 suggestions (repositories & queries) could be partitioned into a
separate project on archetype-based repositories, rather than re-engineering 13606 as an
EHR repository and communication standard. Keeping the two projects separate would
ensure that progress can be made in more incremental steps and this would keep the
review of 13606 as lean and efficient as possible.
He also noted that 13606 lacks a defined serialisation, which means that there is not
testable implementation format and that the need for defined serialisations is not explicitly
mentioned in the current proposal.

Relevance to Australia
Historically ISO 13606 has been shaped significantly by Australian input, as it is based on
openEHR as it was nearly 10 years ago. While Australia has not adopted 13606 directly,
there has certainly been an ongoing awareness and interest in whether it should.
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Continued Australian involvement in openEHR, development of 21090 data types, expertise
in archetype development, experience with NEHTA DCM development, and CDA , and
participation in CIMI are just some of the areas where Australian experts can not only
provide expertise to the harmonisation and enhancement of 13606, but significantly
influence it’s way forward.
This new revision of 13606 should be considered as a candidate for adoption by Australia
and therefore should be monitored closely throughout all phases of development.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 1

The 5 parts of ISO 13606 are all due for review. A NP for each
of the 5 parts will be developed and all parts will be reviewed
together, rather than serially, to ensure harmonisation.

IT-014-09

ISO 13606 Electronic
health record
communication

This will be a significant block of work to be undertaken over
the next couple of years. There are many new or updated
resources that will be taken into account in this revision. It will
create a significant opportunity to harmonise activity from a
variety of projects including, but not limited to, HL7’s CDA,
openEHR and the new CIMI project.
Action: IT-014-09 to encourage and support Australian
expert input to the revision of ISO 13606.
Action: IT-014-09 to monitor and participate in review of all
ISO 13606 documents.

13.2.11

HEALTH ON THE NET (HON) CODE

Celia Boyer, Exec Director, Health On the Net (HON), gave a presentation on HON, to raise
awareness and assess interest in a possible NP proposal for a related standards document
supporting the use of the HON code, which is used to certify web sites that exhibit good
practice in providing health-related information across the Internet.
Created in 1996, HON Foundation is a not-for-profit organisation which guides internet
users by highlighting the reliable, comprehensible, relevant and trustworthy sources of
online health and medical information.
The key areas assessed when sites apply for approval to use the HON code are:
(1) authoritativeness;

(2) complementarity;

(3) privacy;

(4) attribution;

(5) justifiability;

(6) transparency; (7) financial disclosure; and (8) sponsorship.
Websites are evaluated according to the HON code conformity assessment document,
which details the required standards in each of these areas, with the outcome of
certification being stated in a HON code certificate. The HONcode seal is issued when an
assessed website is found to be compliant with the code. The certification and seal are
valid for two years.
No specific details of the proposed standards project were noted. Any ISO standard in the
area would need to be of general applicability and not restrict others from offering
alternative certification. Further developments are awaited.
Further information is available at: http://www.hon.ch/home1.html.
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13.2.12

ISO DIS 16527 PHR SYSTEM FUNCTIONAL MODEL

This project was presented by John Ritter, who spoke to the project background, the current
widespread use of the EHR-S FM (currently going to Release 2 – see section 13.2.13
below) and the relationship of PHR-S FM to the EHR-S FM.
This work is jointly balloted by ISO and HL7; while the work effort resides within HL7 .
Any relevant work done on the Revision 2 of EHR-S FM is planned to be reflected in the
PHR-S FM which will include more specific content related to consent management,
personal health record management, telehealth, social networking, and mobile health.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 8

Australia should keep a close watching brief on this work, in
reference to its potential impact on the PCEHR development.

IT-014-09

ISO DIS 16527 PHR
system functional model

13.2.13

Action: IT-014-09 to keep a watching brief.

ISO DIS 10781- EHR SYSTEM FUNCTIONAL MODEL RELEASE 2

An overview of the significant work happening within HL7 to deliver Release 2 of the EHR
Systems Functional Model (EHR-S FM) as a joint HL7, ISO/TC 215 and CEN/TC 251
standard was provided by Gary Dickinson (USA), the project leader. International input is
always actively being sought and is welcome to ensure that the EHR-S FM has the widest
applicability. Nevertheless, practical issues have resulted in most of the input and work
being focussed on the USA and Canada.

International implementations in The

Netherlands, Ireland, Canada and UK have also been noted.
Typically the standard is applied by developing functional profiles which are subsequently
used for the assessing the capabilities of various types of EHR application systems (e.g. in
the context of ambulatory care, long-term care or acute care).
Originally, the recent HL7 International ballot of R2 was intended to be harmonised with the
conclusion of an ISO/DIS ballot of the same material but HL7 has actually received
hundreds of comments, with some being significant, which means that HL7 would need
another round of ballots before it could move the document to a ballot for acceptance as a
DSTU. Balloting of the ISO version of the same material was unfortunately delayed over
6 months because of misunderstandings about publishing formats but has now been
underway since mid-May and is due to complete toward the end of September shortly after
the next TC 215 meeting in Vienna.
Some of the main changes since the previous R1.1 (which was published as the original
ISO/HL7 10781) include:


Changes to the verb hierarchy (nd associated verb use) to ensure consistent use of
verbs – these changes have now been settled for this coming release.;
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Wide-ranging and extensive inputs to Release 2 from over 20 key sources, including
its use in producing functional profiles for various types of system assessment and
certification;



Significant reorganisation and expansion of the chapters – to include bringing in
material in from other ISO standards on chain of trust for health records; and



Growth in the number of conformance criteria from 983 in R1.1 to some 2,310 in R2.

Topic

Issue/Action and Recommendations for Australia

WG 8

Australia should continue to keep a watching brief on this work.
The principal work is progressing through the HL7 EHR WG.

ISO DIS 10781 - EHR
System Functional
Model Release 2

13.2.14

Suggested
responsibility
& alignment to
IT-014
IT-014-09

Action: IT-014-09 should arrange expert comment in the
current ISO ballot.

EHRS CLINICAL RESEARCH FUNCTIONAL PROFILE

This project was presented via Webex by Mathias Poensgen and Peter Knight. It had been
fairly controversial when first put forward as it proposed to establish a system functional
profile for research with only nominal acknowledgement of parallel work being actively
progressed within the HL7 Regulated Clinical Research Information Model (RCRIM) Work
Group. It had also proposed bypassing the existing ISO EHR-S FM standard, ISO/HL7
10781, in favour of the EuroRec model as the set of underlying functional requirements to
be profiled.

These issues were discussed in JIC with a view to proceeding in a more

harmonised manner.

Australia was one of the countries that highlighted the potential

issues and requested that they be resolved in responding to the joint CEN/ISO NP ballot
which closed in September 2011. It was submitted to JIC at around that time, which agreed
that it should be progressed as joint work with HL7 and CDISC also having interests.
The project recognises that it now needs harmonisation with the EHR-S FM
The project scope is to produce a profile of functional requirements for EHR systems being
used to store electronic source data used for regulated clinical research. Such a profile will
clarify the requirements to be met by EHR system developers, implementers and users
when such systems are used for clinical research purposes and may be taken as the basis
for qualification or certification activities.
As agreed with the JIC, the fundamental problem to be solved is that vendors of EHR
systems, certification bodies, as well as users of EHR systems need a clear understandin g
of associated regulatory requirements to develop, certify, implement and maintain EHR
systems to be used in clinical research in a compliant way and need to be able to
distinguish these regulatory requirements from other requirements. The EHRCR Functiona l
Profile will clearly identify these regulatory research requirements in the context of how they
pertain to EHR systems.
The next steps are to establish an expert group to perform the work, commencing with
resolution of the NP ballot comments. To address JIC (and ultimately stakeholder) wishes
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for a harmonised approach, this WG will need drawn from across the various interest
groups.

Topic
WG 8
NP EHR Clinical
Research Profile

Issue/Action and Recommendations for Australia
Australia should keep a close watching brief on this work and
ensure alignment with ISO 10871 EHR-S Functional Model
standard.

Suggested
responsibility
& alignment to
IT-014
IT-014-09

Action: IT-014-09 to keep a watching brief.

14. PUBLIC HEALTH TASK FORCE
Australian Delegate Attendance

Richard Dixon Hughes, Anthony Maeder

Background
The purpose of the TC 215 PHTF is "to provide a forum for ISO delegates and invited experts
to collaborate on health information standards activities for public health, especially for
LMICs".
Many different organisations operating in the broader public health space, particularly those
running large-scale aid programs in low and medium income countries (LMICs - formerly
referred to as ‘developing’ countries) have their own guidelines and reporting requirements,
which do not integrate with those of other organisations or the nations in which they
operate. Consequently there is a need to harmonise these reporting requirements to ease
the burden on LMICs and better care for their populations, many of whom suffer from a
combination of illnesses addressed by different programs.
There remain considerable differences as to what constitutes "public health" with higher
income countries typically having a more limited view of its scope, whereas LMICs often
see it as embracing all aspects of healthcare provision. These issues have yet to be fully
worked through and the JIC and the associated xSDO group has been assisting to integrate
PHTF activities with those of other bodies. Current deliverables are proposed as:


identifying which standards are necessary to support and facilitate public health
information needs – a survey of e-health readiness has been under development



Propose methods to provide LMIC access to public health standards



Develop rationale for PHTF and host org to be included in xSDO activities.

Existing work on ISO/TR14639 (Capacity based e-health architecture roadmap) forms a
foundation for the PHTF strategy. This combination was referred as ‘autocatalytic’ as each
of these activities strengthens and supports the other. On behalf of WG 8, the PHTF has
taken on the role of convening the expert groups progressing work needed to finalise
ISO/TR14639.
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Further information is available on the PHTF website:
http://www.hiwiki.org/PHTF/index.php?title=Main_Page
The work is also of interest to the US-based Public Health Data Standards consortium
which also has a website: www.phdsc.org.

14.1

PROGRESS AT THIS MEETING

The survey for eHealth readiness, applicable universally but intended mainly for developing
countries, has been developed and trialled on 5 countries: strategy for deploying it and
gathering the results is needed. A detailed report on the proposed enterprise architecture
model is under development. Progress is necessary before the next ISO/TC215 meeting in
September 2012. Emphasis is being placed on Africa as a subset of developing countries
being considered for trial of the documents as numerous related activities are underway there
and governments are showing strong interest.
WHO has been a leader in supporting the PHTF initiatives but the status of this support is not
clear after an internal restructure.
A full day meeting was planned for May 10 in Vancouver (immediately after ISO meeting) at
which the main topic was progression of the e-health readiness survey and Part 2 of
ISO/TR14639.
Other foreshadowed activities identified at the meeting include:


Re-establish working relationship with WHO, currently languishing due to WHO staff
changes



Align/work with WHO PG information standards goals/objectives and clarify role with
ISO PHTF



Acknowledge, clarify and document roles in relation to other organisations operating
in similar areas.



Conduct analysis of existing data resources against domains being covered in the
survey and identify known and unknown gaps (through to the end of June)



Prepare PHTF report



Revise draft of e-health readiness instrument based on findings from assessment of
secondary data sources



Incorporate into the PHTF report the revised survey instrument

There is a need to fix on final scope/detail in the e-health readiness survey before it can be
usefully deployed, so that additional information is not needed afterwards. Comparison was
drawn with ICT readiness survey by UNESCO and WHO eHealth Observatory.
With respect to DTR 14639 – Part 2 (Architecture components and maturity models), as
mentioned in section 13.2.4 above considerable detailed work is needed on specific
sections of the document. Leads for each section were assigned and must provide “first
draft” input by June, to allow enough room for discussion and further work so the document
can be ready for next ISO/TC215 meeting.

A meeting (physical preferred to

teleconference) of PHTF will be needed before then (ideally this should be held in Africa
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which would encourage local attendees and inputs: there are upcoming options for June or
Sept).

It was reported that there were several other initiatives underway to develop

strategic pathways for eHealth in Africa and this needs liaison and collaboration to be
established between the various agencies seeking to be involved. Some African countries
have frozen eHealth development until international aid strategies are aligned.

Relevance to Australia
Due to Australia’s strong interests in assisting the developing world, especially countries in
our region, and the opportunity for Australian commercial involvements as a consequence,
support for this item should be provided. Australia is already involved in many eHealth
initiatives in this sector and this item could help to consolidate these. There is a possibility
than many of the learnings from NEHTA and PCEHR exercises could ultimately be
deployed by LMICs in simplified/modified form.
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15. WG2 DATA INTERCHANGE
Australian Delegate Attendance

Anthony Maeder, Chris Bain, Richard Dixon Hughes

Among other things, Working Group 2 "Data Interchange" (WG2) deals with e -health
messaging and communication standards submitted to ISO TC215 from other organisations
such as HL7, IHE and CDISC as well as from the national member bodies.
It is the committee most closely involved with HL7 International's outreach into the
international standards community and the forum through which HL7 standards including
V2.x, V3 RIM, CDA and the HL7 HDF were progressed to become international standards.

15.1

PROGRESS AT THIS MEETING

WG 2 was attended by some 24 experts representing 10 countries and 2 liaison
organisations.
A significant amount of effort at this meeting was devoted to working up proposals to
resolve increasing problems with ISO processes when processing documents being
developed and maintained by TC 215 partner organisations, notably HL7, CDISC, DICOM
and IHE. Interim arrangements that allowed HL7 documents to be effectively published in
their original hyperlinked form had expired and the time had arrived to ne gotiate new
arrangements.

Negotiations between the TC 215 Secretariat and the ISO Central

Secretariat in the months leading into the meeting enabled three significant measures to be
proposed to TC 215 in order to authorise further exploration of strategies to deal with the
issues. The measures are:
(1)

A proposed provision to allow the publishing of hyperlinked standards documents that
originate from and are maintained by other SDOs in their original within ISO covers
and with ISO introductory material (see Resolution 13 at the TC 215 closing plenary
plus the accompanying draft resolution A).

(2)

A proposed provision regarding publication of established, rapidly evolving health
informatics standards developed and managed by other world-leading SDOs that
lead in their field. It involves an ISO head standard being published to reference
normative content maintained externally and giving conformance criteria for
certification purposes and prescribing the means by which external content will be
maintained. It is set out in Resolution 13 plus the accompanying draft resolution B
and represents a generalisation of the process used with DICOM and proposed for
the BRIDG model.

(3)

Specific measures to recommence work on publishing an ISO head standard around
the BRIDG model material maintained by CDISC on behalf of BRIDG (see
Resolution 14 at the TC 215 closing plenary).

Other WG 2 projects tracked and, in most cases, progressed at this meeting included:


ISO 13130 Quality measures for telehealth (see section 15.2.1 below)



ISO 14199 BRIDG Model for biomedical research (see section 15.2.2 below)
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Clinical trials registration and reporting (CTR&R)



ISO/TR 17522 Provisions for health applications on smart/mobile devices



Long overdue work on bringing to publication the following documents relating to IHE
processes:
-

ISO/DTR 28380-1 Health informatics - IHE global standards adoption – Part 1:
Process

-

ISO/DTR 28380-2 Health informatics - IHE global standards adoption Part 2 Integration and content profiles

TR 28380-1 passed DTR ballot in 2007; TR 28380-2 passed DTR ballot in 2008; and
all comments have been resolved.

However, substantial delays in proceeding to

publication have been concerned with the formatting of the documents.
As IHE has now become a full TC 215 Liaison A organisation, its documents can be
published by ISO in IHE format, provided that ISO’s first (four) introductory sections
(Introduction, Scope, Normative references, Terms & Definitions) are included as an
overlay. This should make the publication process much easier.


New work on ISO/TR 28380-3 Health informatics - IHE Global Standards
Adoption -Part 3:Deployment



HL7 update projects.

It had been originally proposed to update and re -publish

existing ISO/HL7 standards largely in HL7 format using a strategy similar to that
available to IHE outlined above for IHE as Liaison A.

This was assumed to be

possible under the long-standing "pilot" agreement between HL7 and ISO; however, it
has recently come to light that (a) the pilot agreement is a limited arrangement that
should by now have been progressed to a substantive arrangement, and (b) the pilot
agreement only allows initial versions of documents to be published in HL7 format,
subsequent versions are intended to be fully converted to ISO format - which is not
really possible for HL7.
Actions are proceeding on several fronts including working with ANSI to arrange a
more satisfactory agreement between ISO and HL7 to replace the pilot agreement
and, as indicated above, obtaining special approval to publish HL7 documents as ISO
standards publications but largely in their original form.

Projects affected are

expected to include
-

Update of HL7 reference information model (RIM) standard (ISO/HL7 21731)

-

Update of the HL7 Clinical Document Architecture (CDA) standard (ISO/HL7
27932)

-

ISO 13499 Clinical genomics – pedigree topic.

Unanimously approved for

publication based on adaption of HL7 specifications, the documents are with
ISO/CS awaiting publication
-

Release 2 of the EHR-S FM (ISO/HL7 10781)

-

PHR-S FM and profiles of the EHR-S FM and PHR-S FM.
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Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 2

Discussions are underway between the TC 215 secretariat,
ANSI and ISO Central Secretariat to allow material that is
maintained frequently and published online by approved third
parties to be the subject of ISO standards, where the ISO
standard would reference and provide a means for maintaining
and establishing conformance with frequently updated thirdparty specifications published online. This is a generalisation
of processes currently used with DICOM specifications and
proposed for the CDISC/BRIDG model.

IT-014

General use of umbrella
model for frequently
maintained material

Action: A watching brief should be kept as the implications
for other cross standards adoption may have strong impact.

15.2
15.2.1

PROGRESS OF PROJECTS
13131 QUALITY CRITERIA FOR SERVICES AND SYSTEMS FOR
TELEHEALTH

This project is in the last stages of Committee Draft and will be revised for final
consideration at next ISO/TC215 meeting in September 2012. Only UK voted against, as it
felt that the area was covered under its local regulations in Medical Device Directive.
However WG2 noted that the item addresses services being provided, not equipment or
COTS software. Several comments related to scope and were mostly resolved by retaining
limited scope.

Brazil (Lincoln Moura) noted they will be writing a paper to explain the

concepts of the standard to encourage its national use.
This item is of much interest for Australia due to recent new MBS Telehealth items. It would
be used by providers implementing telehealth solutions to validate their design decisions in
setting up service facilities. In the absence of any regulatory environment, and emerging
differentiated guidelines from Colleges, having a national “recommended” approach to
quality of individual systems would be good for risk management.
Australia has been one of the supporting countries for this item since inception, and should
continue to support this it through to completion, and should promote its use within Australia
through IT-014-12.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 2

Telehealth Quality Criteria item is in the last stages of
Committee Draft and will be revised for final consideration at
the next ISO/TC 215 meeting. The item is of much interest for
Australia due to recent new Medical Benefits Scheme (MBS)
Telehealth items.

IT-014-12

ISO/TR 13131 Quality
criteria for services and
systems for telehealth

Action: Australia should continue to support this item
through to completion and should promote its use within
Australia through IT-014-12.
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15.2.2

BRIDG MODEL

BRIDG formally known as the Biomedical Research Integrated Domain Group is a
collaborative effort to produce a shared view of both the dynamic and static semantics of
protocol-driven research and its associated regulatory artefacts.
The original BRIDG model was balloted by CDISC and became an official CDISC standard
in May 2009.
This TC 215 work item relates to the joint development and adoption of BRIDG as ISO
14199 Health Informatics: The BRIDG domain analysis model for protocol-driven
biomedical research. This is an approved joint project on the JIC work program and is
being led by CDISC, with simultaneous approval taking place in ISO/TC 215 and HL7.
Active participants have predominantly been US-based: CDISC, NCI, FDA and HL7.
The original TC 215 approval for this work item has just expired and the project needs to be
re-started, which has provided an opportunity to re-think the approach and ensure that the
ISO document that is produced is relevant and timely.
As mentioned in the introduction to this section, BRIDG standardisation in ISO/TC215 is
proposed to use the approach of having an ISO "head standard" with the details of the
model remaining available online as a CDISC document (and their IP). If accepted by ISO,
this will provide a second precedent (like DICOM) and possibly allow other standards to
follow this path. Under this approach, the maintenance obligation will rest with the
originating body. Some reservations were expressed about the financial implications, of
this approach
Australia could become a strong user of BRIDG through its active clinical trials
programmes, widespread secondary use of data for quality and research activities, and
interest in eResearch for national dataset management. Accordingly a watching brief on
this item would be prudent.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 2

Discussions are underway between the TC 215 secretariat,
ANSI and ISO Central Secretariat to move standardization of
BRIDG through ISO into an “Umbrella” model as has been
used over the last 8 years for DICOM. If agreed, this will help
ensure that the ISO standard references and provides a means
for maintaining and establishing conformance with updated
BRIDG specifications maintained by CDISC using agreed
consensus processes and published online.
This will
overcome a problem of re-formatting established BRIDG
content into an ISO standard that will always be several
versions behind the latest BRIDG version.

IT-014

ISO 14199 BRIDG Model

Action: IT-014 to review NP ballot proposal for revised
approach to ISO standardization of BRIDG with a view to
supporting the approach.

Copyright © 2010 Standards Australia Limited.

68

Final Report –ISO/TC 215 Meeting – Vancouver, Canada (May 2012)

16. WG3 SEMANTIC CONTENT
Australian Delegate Attendance

Heather Grain, Anthony Maeder

This Working Group, in the restructure is intended to continue covering topics including:
underpinning standards for terminologies (excluding specific content) and aspects of
‘semantics’, e.g. decision support, metrics, user interface.

16.1

PROGRESS AT THIS MEETING

The meeting considered processes for preliminary work items, reviewed terms of reference
and work item updates and prepared resolutions.
The working group discussed the need for improved definition of new work items. The
preliminary work item should have a preliminary expert group which may change after the
ballot and identification of stakeholders. The preliminary work item process must develop at
least the following before a Form 4 is submitted to the TC to start the process:


Statement of the problem



Why do we need to do it (rationale/justification)?



Why is this a job for ISO/TC 215?



How will the stakeholders be involved-support?



Clearly defined objectives – what is to be achieved?



Clearly define how the work item builds on what is already done by all SDOs and
others including research base.



Indicative market value of the work (including indication of risks if work not
undertaken)



Project Time line – effort to produce



Overlap/relationship to other initiatives

Review of WG terms of reference
The Executive Committee asked all working groups to consider their terms of reference,
and though the working group did not finalise suggested new terms of reference , some
issues were identified.


International level standards regarding semantic content are needed to support:
-

The global healthcare systems industry

-

Increasing opportunities to benefit from the alignment of individual patient data
nationally and internationally



Interoperability

WG3 is the only consensus body exclusively focused on standards regarding health
informatics semantic content at the international level (i.e. terminological system
independent intended to cover all national and terminological system developers and
major stakeholders).
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16.2

PROGRESS OF PROJECTS

The progress of each project discussed during this working group meeting is covered in the
more detailed subsections below.
In addition it was noted that there is a need to consider generic requirements to underpin
quality terminology and classification (not just SNOMED CT).
The overall objectives need to include terminology structure and format (but not content) to
ensure that terminologies are cohesive, consistent, well-formed and comparable.

16.2.1

PREN ISO/DIS 13119 – HEALTH INFORMATICS – CLINICAL
KNOWLEDGE RESOURCES – METADATA

This work item defines the metadata required to describe clinical literature. It extends and
more clearly defines this data to support improved clinical knowledge and to support the
use of published data in clinical systems. It includes definitions for knowledge held or
published in databases which support clinical decision making.
This work item has passed ballot but comment disposition has not been processed through
the expert group, which WG3 require. The expert group will be asked to provide feedback
and then we will be in a position to recommend for publication at the next meeting.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 3

Action: Consider whether Australia needs to inform the
broader clinical community and organisations such as
NHMRC of the "Clinical knowledge resources –" standard
when it is published.

IT-014

prEN ISO/DIS 13119 –
Health informatics –
Clinical knowledge
resources – Metadata

16.2.2

PREN ISO/DIS 13120 – HEALTH INFORMATICS – A SYNTAX TO
REPRESENT THE CONTENT OF CLASSIFICATION SYSTEMS IN
HEALTH CARE

This work item provides a standard mechanism and structure for publishing classification
systems (such as ICD based systems), to support functionality such as eBooks for coding.
The work specifies the content of classifications, including rules.

The work item has

completed ballot, there are comments to be disposed, particularly from the U SA who
abstained when voting but submitted comments indicating that more information is needed
on the purpose of this item. This led to a discussion on the purpose of the item and the
need to make it much clearer in the documentation.
Currently this document has been tested in Europe using ICD and ICNP classifications.
The working group has asked for inclusion of more examples of implementation and use
cases.
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Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 3 -

Action: Seek input from the National Casemix and
Classification Centre to determine relevance and utility for
Australia of the proposed "Syntax to represent the content
of classification systems in healthcare"

IT-014

prEN ISO/DIS 13120 –
Health informatics –
Syntax to represent the
content of classification
systems in healthcare

16.2.3

ISO/NP TR 12310 – HEALTH INFORMATICS - PRINCIPLES AND
GUIDELINES FOR THE MEASUREMENT OF CONFORMANCE IN THE
IMPLEMENTATION OF TERMINOLOGICAL SYSTEMS

This Technical Report provides guidance on the methods, risks and approaches to
measurement of conformances in terminological systems.
Though this work item has wide support within the community there have been few
comments. The work item also moved so slowly since it began some 4 years ago that it
has been suggested that we complete the work with the expert group and prepare it for
ballot. It will go out for first ballot after work between May and September.

16.2.4

ISO/NP 12975 – HEALTH INFORMATICS – PRINCIPLES AND
GUIDELINES FOR THE MAINTENANCE OF TERMINOLOGICAL
SYSTEMS

This work item has not progressed, as it is dependent upon completion of ISO/NP TR
12310 above. For this reason the working group suggested that it be reconsidered when
item 12310 is complete.

16.2.5

ISO/TR 13054 HEALTH INFORMATICS – KNOWLEDGE MANAGEMNT
OF HEALTH INFORMATION STANDARDS

This Technical Report identifies the content and processes required for the Standards
Knowledge Management Tool Glossary and Harmonisation process for the shared health
informatics standards glossary. (www.skmtglossary.org). This open tool currently contains
details from TC215, CEN TC251, HL7, CDISC, WHO, Canada Health Infoway, Standards
Netherlands, Standards Brazil and Standards Finland.

IT14 has agreed to include its

information.
This work is lead by Australia (Heather Grain) and supports Australia’s inclusion of terms
and definitions from our own documents. The work item has been accepted and passed
ballot as a new work item, but comments have only just been received. These comments
will be aggregated and included in the document.
At this meeting expert input was provided on comments received, and additional comments
have now been received following the HL7 meeting. The document has been shared with
HL7 Vocabulary who have found it very useful.
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Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 3

IT-014-02 should review ISO/TR 13054 to assess its utility to
inform our own definition developments in our documents

IT-014-02

ISO/TR 13054
Health Informatics Knowledge management
of health information
standards

16.2.6

ISO/TR 12300 HEALTH INFORMATICS – PRINCIPLES OF MAPPING
BETWEEN TERMINOLOGICAL SYSTEMS

This Technical Report provides information on the requirements and considerations and
best practices when mapping.
This work item has completed its second ballot and the experts are now completing the final
updates.

It is anticipated that this document will be ready to go to publication at the

September ISO/TC215 meeting.

16.2.7

ISO/CD 18104 HEALTH INFORMATICS – CATEGORIAL STRUCTURES
FOR REPRESENTATION OF NURSING DIAGNOSES AND NURSING
ACTIONS IN TERMINOLOGICAL SYSTEMS

This document had only a few comments to be disposed and is now ready for FDIS ballot.
Most of the comment difficulties resolved around a lack of understanding of the purpose of
categorial structures and an incorrect impression that they represent content in terminology
representation.

They do represent structure and have the intended use of providing a

consistent framework that can be progressively applied to existing terminologies and
classifications, and used when new code systems are developed.

This consistent

framework supports improved quality and utility of mapping between code systems used for
different purposes as well as improving the quality of concepts in existing systems.
That purpose is being made clearer in the documentation which will now go out to ballot.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

Representation of
nursing diagnoses and
nursing actions in
terminological systems

Request IT-014-02 and IT-014 to identify any additional
people who should be aware of the FDIS ballot and the
impending publication of this work item.

IT-014

16.2.8

IT-014-02

EN 12264: 2005 AND ISO 17115: 2007 CATEGORIAL STRUCTURES
AND VOCABULARY FOR TERMINOLOGICAL SYSTEMS

This relates to revision of the following two standards:


EN 12264: 2005 – Health informatics – Categorial structures for systems of concepts,



ISO 17115: 2007 – Health informatics – Vocabulary for terminological systems
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Each of these documents provide terms and definitions used in terminological systems and
resources. They are both due for review. The working group agreed that we would work
through families of terms within these documents, and prepare appropriate harmonisation
documentation. It was also agreed that the working group would use the SKMT to assist in
this process and liaise actively with: IHTSDO, WHO, LOINC, HL7 and others (to optimise
agreement and discussion).
The item is listed as a preliminary work item, and the working group will determine the
scope of revision work - beyond the clean-up exercise, but also advise the Joint Initiative
Council of any additional procedural suggestions for the SKMT governance.
It is important to recognise that this work it beyond the scope of any one of the contributing
organisations and this is one reason why it is suited to development within TC215. There is
also a significant need to gain consistency in the terms used in this area rather than
continue the current process of each organisation using different terms for the same thing which is creating confusion both in healthcare and in healthcare systems and impeding the
implementation and utility of terminological resources.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 3

Australia has a published document in this area which should
be reviewed in conjunction with the international work, both to
improve our ability to contribute, and to leverage our own
revision activities. This international item should be considered
an active international item on our work program and revision
of our existing language of health terminology should be
considered a preliminary work item for update when the
international work completes.

IT-014

ISO 17115 Vocabulary of
terminological systems

IT-014-02

Action: IT-014, IT-014-02 to review existing Australian
document against the proposed international work.

16.2.9

PWI: HEALTH INFORMATICS - CATEGORIAL STRUCTURE OF
TERMINOLOGICAL SYSTEMS FOR HUMAN ANATOMY

The comments received for this work requires review by the expert group. This work item,
as well as others lead by Jean Marie Rodriguez of France will be impacted by their
withdrawal from all standards activities.
Jean Marie Rodriquez has agreed to complete the work items virtually. Teleconferences on
this work with the expert group are to be arranged.

16.2.10

NP 13582 SHARING OF OID REGISTRY INFORMATION & ISO/NP
13581 GUIDANCE FOR MAINTENANCE OF OBJECT IDENTIFIERS

These work items aim to provide a consistent model for OID registries and guidance for
standardised approaches to maintenance of OIDs and their registries to support improved
interoperability.
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The draft has now been received by the committee and will be sent out for ballot in June.
The title of the work was changed to more accurately reflect what the document actually
covers:
Note: The title of this work item was changed to more clearly indicate its content and
scope. The previous title was: ISO/DTS 13582: Health informatics: Communication model
and XML interface specification for OID registries: to be issued for DTS ballot.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 3

This work needs to be reviewed by members of IT-014-06
when it goes out to ballot.

IT-014-06

Sharing of OID registry
information

16.2.11

ISO/NP 17583 - HEALTH INFORMATICS – TERMINOLOGY
CONSTRAINTS FOR CODED DATA ELEMENTS EXPRESSED IN ISO
HARMONIZED DATA TYPES USED IN HEALTHCARE INFORMATION
INTERCHANGE

These items were presented at a joint meeting of WG 3 and WG 2.
terminology binding requirements and harmonized data types.

They address

It is an extract of the

existing HL7 V3 Core Principles publication.
The Committee Draft of this document is now available and will be sent to ballot as soon as
possible in order to have comments back by the September ISO/TC215 meeting.
It was agreed that the terms used would be harmonised with other terminology words after
this ballot.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 3, WG 2

This work may impact upon CDA related activities

IT-014-02

Terminology constraints
for coded data elements
expressed in ISO
harmonized data types
used in healthcare
information interchange

Action: Needs to be reviewed by members of IT-014-06 and
IT-014-02 when it goes out to ballot. It would also be
appropriate to have it reviewed by NEHTA.

IT-014-06

16.2.12

NEHTA

ISO/TS 17117-1 – TERMINOLOGICAL RESOURCES: PART 1 –
CHARACTERISTICS

This work item takes information from many of the existing terminologies and classifications
and provides a standard representation of the characteristics by which these resources are
measured and described.
This revision will target an international standard for this work item. This item will be a key
element of the first teleconference of the Working Group scheduled for early June.
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16.2.13

ISO/NP 16277-1 – HEALTH INFORMATICS – STRUCTURE OF
REPRESENTATION OF CLINICAL FINDINGS IN TRADITIONAL
MEDICINE – PART 1 – TRADITIONAL EAST ASIAN MEDICINE

A Committee Draft of this work will be circulated to the expert group by early June for
consideration at second teleconference (July). When a copy is received it will be shared
with IT-014-02 and any others interested in this topic area.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

TMTF

Action: Identify communication list for comments on this
work item.

IT-014

Structure of
representation of clinical
findings in traditional
medicine – TEAM

16.2.14

IT-014-02

ISO/NP 17948 TCM METADATA AND ISO/NP 17938 SEMANTIC
NETWORK AND CLASSIFIED CODE OF TCM LANGUAGE SYSTEM

These work items relate to the following two standards, which have passed their new work
item proposal ballots.


ISO/NP 17948 - Traditional Chinese Medicine (TCM) - Metadata



ISO/NP 17938 - Health informatics – Semantic network and classified code of
traditional Chinese medicine language system

Consideration of the comments received occurred, with some discussion of the need to
build upon existing metadata such as that in prEN ISO/DIS 13119 – Health informatics –
Clinical knowledge resources – Metadata and MESH.
Meetings are planned in China in August to progress discussions and to have the
committee draft ready for consideration in September.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

TMTF

It may be appropriate to involve Australian professional
associations of Traditional Chinese Medicine and/or NHMRC.

IT-014

TCM metadata and
semantic network

Action: Identify communication list for comments on this
work item.
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17. WG 4 - SECURITY, SAFETY AND PRIVACY
Australian Delegate Attendance

Trish Williams, Vince McCauley,
Richard Dixon Hughes,
Anthony Maeder

Working Group 4 plays a vital role in progressing information security standards, including
(where appropriate) encouraging finalization of standards on topics such as:


Secure archiving of electronic health records;



Privacy, use and disclosure of health information;



Security management in health information systems; and



Audit trails for electronic health records.

The current office-bearers are:


Convenor: Lori Reed-Fourquet, USA



Vice Convenor: Luuc Posthumus, Netherlands



Secretary: Elaine Sawatsky, Canada

17.1

PROGRESS AT THIS MEETING

Approximately 28 delegates from 13 countries including Germany, Canada, Japan, US,
Netherlands, Norway, Denmark, South Korea, Russia and Australia attended the WG4 work
group meetings.
Since the last working group meeting, the ISO/TS 14265 Classification of Purposes for
processing of personal health information has been published.

17.1.1

ORGANISATIONAL ISSUES:

The group currently has no secretary. Elaine Sawatsky (Canada) has been undertaking this
role in the interim. The convenors called for a volunteer for this position. There were no
volunteers forthcoming at the meeting.


Reorganization Task Force Proposals
Discussion was undertaken regarding the reorganization proposal and its details. It
was suggested to remove some items, restructure the list in a more appropriate
hierarchy, and clarify the meaning of others. WG 4 will create a coordinated response
to the proposal. Luuc asked for volunteers to draft the response. A teleconference will
be scheduled for June 4th 2012 UTC 1300 h to discuss. The following volunteered to
participate: Ross Fraser, Daniel Seid, Luuc Posthumus, and Bernd Blobel.



SKMT: Standards Knowledge Management Tool
The SKMT resource is there to be used. A form will be created for every document
going to ballot so that all terms used within the document can be entered into SKMT.
On submission WG 4 leaders will check that this has been done. Procedures
regarding preferred terms will be forthcoming.
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17.2

PROGRESS OF PROJECTS

17.2.1

ISO 17090 HEALTH INFORMATICS -- PUBLIC KEY INFRASTRUCTURE
– PARTS 1-4

The following are considered the more significant issues arising during comment
disposition.


Part 1: Overview of digital certificate services
There was a revision in relation to adding key escrow as it is an important security
service that was missing. It was agreed that healthcare specific requirements for key
escrow were not warranted, however it is necessary to add best practice
recommendations for this. In addition, a description of hash functions was added.



Part 2 - It was agreed to revise ‘hcRole’ to optional



Part 3 - There were no revisions



Part 4 – Digital signatures for healthcare documents
Comments disposition for ISO 17090–4 and a plan for further work were presented
by the project leader, Hideyuki Miyohara (Japan). Specific disposition of Australia’s
comments was as follows:
-

AU comment 1: Intended to address the technical scope is to define the
detailed technical issues for interoperability and security. AU comments on
trust domain should be addressed.

-

AU comment 2: See ISO 17090 Part 1, 2, 3 and ISO 27799. Therefore in the
NWIP draft there needs to be a dependency added to the normative section to
parts 1-3 and ISO 27799.

-

AU comment 3: Resolution is that the personal information exchange is out of
scope of this standard.

-

Austria and AU comment 4: This document to further specify the content and
not re-define it. Since this standard defines the more secure usage of this
parameter set of the original standard, it is not a re-definition.

-

Germany comment: Scope too broad. Resolution - the scope will be restricted
to medical use cases only.

The proposed action for this standard is to proceed to Committee Draft (CD) ballot after
inclusion of review of parameter set and additional of annex explanations and if possible
additional use cases from other countries. In particular:


Comments from the task group will be provided via email by June 30, 2012



Distribution of the updated Committee Draft (CD) will be provided to the WG
members by July 31, 2012



Further comments from the task group will be provided by August 15, 2012



Distribution of the proposed DTS will be done by August 31, 2012
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Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG4

Issue: Forthcoming work required on Committee Draft to be
circulated by 31 July, 2012.

IT-014-04

NWI ISO 17090-4 - Health
informatics – Public Key
Infrastructure – Part 4:
Digital Signatures for
Healthcare Documents

17.2.2

Action: Review Committee Draft by August 15, 2012

ISO/DTS 17975 HEALTH INFORMATICS - REQUIREMENTS FOR
CONSENT FOR THE COLLECTION, USE AND DISCLOSURE OF
HEALTH INFORMATION CONSENT (N930)

The comments received in the NP ballot were all high level and about the intent of the
standard. This included a question as to why it does not give sugges tions of specific use of
individual models and how they apply to specific data items. In this standard, the consent is
not about specific types of data rather it is designed to give general guidelines. If the
standard included consent at a data type level, the scope would be too large and be outdated rapidly. It is more useful to explain the consent models themselves. This is the intent
of this standard. Further, it is designed to assist in operationalizing the consent models so
that users know how to use them. It is suggested that jurisdictions should choose a model
that exceeds what is required by law. Further, the wording of the document was questioned
in relation to the relationship to the healthcare processes and that it should not be too
prescriptive. In addition, more alignment in the wording in the relationship of the consent to
the information is needed. Groups of purposes need to be included in the consent standard.
More detail required on the context and meaning of a specific consent model is described in
the standard. All these comments will be addressed.
Other content that needs to be explicitly provided in the standard is related to the consent
models and the other standards, such as IHE, does not currently contain the purpose of use
but it needed to (and will do in the future). The specification should state the requirements
for the processes surrounding the obtaining, holding, refreshing and communicating
consent. Currently, these are available in other documents but not extrapolated for
operational healthcare.
The information properties that should be in an ideal consent structure will be defined. The
operational function of the current Business Use Cases in the Domain Analysis Model
(DAM) will be referred to as they contain a checklist of minimum scenarios that the standard
needs to cover.

Better explanation of consent and what it means, and the context around

the consent are the focus of this work item. The development will need to look at h ow much
granularity is required for the standard.

Relevance to Australia
Australia voted “NO” to the NWIP because it cut across Australian legislation in its scope.
However, the scope based on the other comments, has been crystallised to be primarily
informative and include consent model description and explanation. Its intention is to review
and explain the various consent models not to prescribe one. It is recommended as a TS
rather than a TR because of the normative statements that are core principles to be made
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explicit. Most of the document will be informative.

The data structures portion, if still

included, will specify some core principles underlying the models. Australia’s comments
were reconciled and were used to clarify the scope of the NWIP.
The ballot resolution addressed all Australian concerns and this new work item may now be
useful to Australia as the change in scope means it is no longer prescriptive.
A national expert task force has been established to work on this prior to Vienna. Th is
includes the appointment of an Australian representative/expert (Dr Patricia Williams) to
ensure the work is sufficiently broad to encapsulate Australia’s requirements.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 4

Issue: The scope of this NP has been made smaller and
clarified –in that its purpose is informative in explaining the
various consent models and identifying the normative core
principles that are common to all consent models. The
standard is not meant to challenge local or jurisdictional
legislation.

IT-014

ISO/DTS 17975 Health
Informatics Requirements for
Consent for the
Collection, Use and
Disclosure of Health
Information Consent
(N930)

17.2.3

IT-014-04
Standards
Australia

Action: IT-014 and IT-014-04 to contribute to this work item
to ensure it includes the consent models already in use in
Australia. (Trish Williams appointed to national experts task
force for progression of this work).

ISO 21091 DIRECTORY SERVICES FOR HEALTH CARE PROVIDERS,
SUBJECTS OF CARE AND OTHER ENTITIES

This item has been passed over to the ISO Secretariat for balloting as a DIS.

17.2.4

CEN-ISO/DIS 27789 AUDIT TRAILS FOR ELECTRONIC HEALTH
RECORDS

There was disposition of the DIS ballot comments agreed to at the WG 4 meeting and
agreement that the project should proceed to FDIS ballot.

17.2.5

HEALTH CARDS TASK FORCE

Review of the following healthcare cards standards has not been progressed since the
October 2011 meeting in Chicago.


ISO 20301:2006 Health Informatics – Health Cards – Part 1 General Characteristics
(Submitted for publication following editorial comments - still awaiting publication)



EN-ISO 21549-2:2004 Patient Health Card Data -- Part 2: Common objects



EN-ISO 21549-3:2004 Patient Health Card Data -- Part 3: Limited clinical data



EN-ISO 21549-4:2006 Patient Health Card Data -- Part 4: Extended clinical data

The following parts have the status indicated


21549-5:2008 Patient Health Card Data -- Part 5: Identification Data (undergoing
systematic review)
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During

the

systematic

review

several

countries

requested

additional

sex

representation(s) to satisfy new national legal requirements (e.g. representation of
hermaphrodite or undetermined gender).
The current version of ISO 21549-5 refers to ISO/IEC 5218 Information technology —
Codes for the representation of human sexes, owned by ISO/IEC JTC1/SC32
Currently the code representation of human sexes, is represented by a one-character
numeric code. The following data elements and codes are used:
Data elements

Code

Not known

0 (zero)

Male

1 (one)

Female

2 (two)

Not applicable

9 (nine)

For satisfying the legal requirements, WG4 would like to issue a request to ISO/IEC
JTC1/SC32 to add a new sex representation to ISO/IEC 5218.WG4 requests that
TC215 send a letter to ISO/IEC JTC1/SC32 to initiate this revision of ISO/IEC 5218.


21549-6:2008 Patient Health Card Data -- Part 6: Administrative (Confirmed as
needing no amendments)



21549-7:2007 Patient Health Card Data -- Part 7: Medication
The TC 215 plenary has approved the issue of an NP ballot (with updated draft) for
revision of this part following the results of a periodic review ballot some time ago.
The main comments made by Australia in the periodic review have been addressed
as follows:
-

Medication Notes concept. This is intended as a placeholder for additional
notes relevant to the medications and dispensing for the patient.

-

Action: Feedback to Ian Shepherd what we would label this as – or possibly
amend the definition of the concept.

-

Supplying Agent rather than Dispensing Agent will be used

-

Concept structure medication data is separated from healthcare card data for
security purposes

-

Hierarchical description of medicines – IDMP standard by FDA will be used for
the new definitions for this.

-

The issue of the history on the card – but the history is not intended to be on
the card. The card will only have the new data since the card was last
interacted with the healthcare system. It is intended that the card will not hold
the history (i.e. the card is interactive and can contain the items to be
dispensed until the card is in communication with the healthcare system).
Rewording to clarify this will be undertaken.
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-

Definitions comments - some have been overtaken by new work – which will be
included. This includes comments on Section 7.4 such as Coded dose syntax
in HL7.

It was also agreed to make use of national identifier conditional

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 4
FDIS 21549-7 Patient
Health Card Data -Part 7: Medication

Issue: WG4 to follow up on the comments made by Australia in
order to be prepared for comment on the expected NP ballot
and the upcoming Vienna meeting.

IT-014

Action: The original commenter on this ballot to brief the
Australian WG4 delegate for Vienna on the salient issues.

IT-014-04
Standards
Australia

Action: IT-014 and IT-014-04 relevant committee review the
revised documents after their release on 6th August, 2012.

17.2.6

ISO/TS 21298:2008 HEALTH INFORMATICS -- FUNCTIONAL AND
STRUCTURAL ROLES

The Systematic review (SR) ballot for ISO/TS 21298:2008 closed on 15 March, 2012. The
results were:


4 counties have adopted the standard all identically as the standard, without
localisation.



5 counties use the standard including Australia.

Noting experience with this fairly simple standard and potential need for changes, WG4's
recommended an NP ballot for a joint revision under the Vienna Agreement was accepted
by the TC 215 plenary and a draft to for issue as a DIS was to be provided by the end of
May 2012.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG4

Issue: Australia to comment on DIS for revision of this standard
when it is released. Australian interests were involved in
original drafting of this fairly straight-forward standard used in
the context of privilege management and access control,
security and privacy.

IT-014

ISO/TS 21298 Functional
and structural roles

Action: IT-014 to review DIS and provide comment when
received.

17.2.7

IT-014-04
IT-014-09
NEHTA

ISO/TS 25237:2008 HEALTH INFORMATICS – PSEUDONYMIZATION

The systematic review (SR) ballot for ISO/TS 25237:2008 closed on 15 March, 2012. The
results indicated:


3 counties have adopted the standard identically as the standard, without localisation



6 counties use the standard including Australia
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WG4 will hold teleconference meetings to review and begin comment resolution for
comments submitted from systematic review: June 28, 2012 [UTC noon], July 26, 2012
[UTC: Noon]. Resulting updates will be circulated by August 6, 2012.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG4

Issue: Australia will need to review and comment on proposed
revised draft of ISO/TS 25237 arising from systematic review,
when the draft is released (planned for August). Upgrade to a
full IS is one of the options that should be canvassed.

IT-014-04

ISO/TS 25237 Health
informatics Pseudonymization

Action: IT-014-04 to coordinate review of updated draft of d
ISO/TS 25237 Pseudonymization, when is received (planned
for August 2012)

17.2.8

CEN-ISO/DTS 14441 SECURITY & PRIVACY REQUIREMENTS OF
TESTING OF EHR SYSTEMS FOR USE IN CONFORMITY
ASSESSMENT

The ballot comments were reconciled and other editorial comments were discussed. The
scope does not include the organisational policy. The standard refers to the EHR software
system only not the entire environment / implementation system. The comments by
Australia were discussed and agreement reached on the scope of the document and the
delineation between the software and the environment in which it is deployed. Some
comments from Australia related more to the organisational level.
Various definitions and clarification around the scope of the document, based on the
Australian comments and persuasive representation at the meeting, will be made clearer
and reworded. Specifically the scope will have the addition to emphasize that the standard
specifically excludes the policy level aspects of conformity as these are organisa tional level
operations issues.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 4

Issue:
Conformity assessment in security and privacy
requirements of EHR systems is an important aspect of
security.
Currently, there are no published methods of
assessment being used to assess the national eHealth system
EHR software components.

NEHTA

ISO/NP TS 14441,
Security and privacy
requirements of EHR
systems for use in
conformity assessment

17.2.9

Action: Recommend NEHTA consider such standards as a
basis for security and privacy assessment of EHR software
components.

NWIP REQUIREMENTS FOR EHR PRIVACY OFFICER EDUCATION

There are concerns that the global privacy legislation is too different to be able to formulate
into this item. Resolution to WG4 recommends to issue NWIP ballot targeting a technical
report.
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17.2.10

ISO/TS 22600 PRIVILEGE MANAGEMENT AND ACCESS CONTROL
(PMAC)

ISO/TS 22600 Privilege Management and Access Control (PMAC) is a three part
specification with Part 1: Overview and policy management and Part 2: Formal models
being originally published in 2006 and reviewed in 2010.

Part 3: Implementations, was

published 2009.
PMAC is a technical specification and generally accepted a important work. Current activity
is aimed at bringing the three parts together into a single document to be published as a full
international standard, ISO 22600 Health informatics - Privilege management and access
control.
A final draft is awaited and when available, will be put to DIS ballot under Vienna
Agreement (which means it also goes to CEN for comment).
The PMAC update activity has been asked to contribute definitions into SKMT. In particular,
it is proposed a new definition for ‘authorisation’ go into SKMT. These definitions are
derived from other ISO specifications and needs clarification on ‘rights versus privileges’
and ‘audit trails uses privilege’.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG4

Issue: Australia will comment on consolidated standard
incorporating Parts 1 to 3 of existing PMAC TS, when
circulated for DIS ballot. Progress remains an issue and the
draft of the consolidated standard is currently overdue.

IT-014-04

ISO/TS 22600 Privilege
Management and Access
Control

IT-014-09

Action: Review and submit response to DIS ballot on IS
22600, when received.

17.2.11

EN-ISO 27799 HEALTH INFORMATICS - INFORMATION SECURITY
MANAGEMENT IN HEALTH USING ISO/IEC 27002

Ross Fraser reported that 27001 Information Security Management and 27002 Information
technology — Security techniques — Code of practice for information security management
are under review. The review process had 1100 comments for 27002.


The 27000 series definitions are being reviewed concurrently. They are due in the
first part of 2013.



27003 implementation of 27000 series was finished and published April 2012.



27005 risk assessment is completed [with it being noted that Australia may need to
suggesting this may need to be profiled 27799, as it implies as level of risk
acceptance that may not be so acceptable to health.]



Other parts are under review.

The 27000 convenors are also looking at costs of hyper certification process – to see where
statistics can be used etc. – to realize the cost of implementing 27000.
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Ross Fraser proposed that if there is a working draft of resolving comments from 27002 –
that we schedule a full day of work on 27799 and alignment to 27002. This would be
focussed partly on content and partly on process activities. This work would be unde rtaken
prior to Vienna. WG 4 recommends that the project be added to the TC215 Program of
Work as a Preliminary Work Item. The key dates for meetings and work are:


Distribute supporting materials before June 25, 2012



Review supporting materials and prepare a preliminary plan



Hold two teleconferences on July 2, 2012, July 23, 2012 UTC 12:00



Reserve 1 full day at next meeting to review content and process for document
updates

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG4

Issue: Based on the review of the 27000 Series, expert
engagement in review of ISO 27799 requested for expert task
force prior to and during the Vienna ISO meeting. (Meetings
have been arranged for optimum Australian engagement).

IT-014

ISO/PWI 27799 Revision
of Information security
management in health
using ISO/IEC 27002

17.2.12

IT-014-04
NEHTA

Action: IT-014 and Standards Australian to note that at the
international level, Australia, through its delegation at ISO,
is establishing a significant leadership role and
subsequently
increasingly
positively
influencing
international standards development.

DATA PROTECTION IN TRANS-BORDER FLOWS

This work involves two standards publications:


ISO 22857 Guidelines on data protection to facilitate trans-border flows of personal
health data
Work is continuing on reviewing this standard. The comments disposition is yet to be
undertaken.

The updated document will be distributed with comment disposition

applied by August 6, 2012 for discussion at the September TC 215 meeting in
Vienna.
It is intended that WG4 will review process requirements for deprecate this document
and replace it with the proposed 16864 Data protection in trans-border flows of
personal health information.


ISO 16864 Data protection in trans-border flows of personal health information
This is related to item above (ISO 22857). A disposition of comments will be applied
to working draft of ISO 16864 to develop the preliminary document. This will then be
distributed as an updated document with comment disposition applied by August 6,
2012 for discussion in Vienna.
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Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG4

Issue:
Process for deprecation of ISO 22957 and its
replacement with revised draft of ISO 16864. and need to
identify required content after consideration of disposition of
comments on both 22957 and the draft of ISO 16864.

IT-014-04

ISO 22857 and ISO 16864
Guidelines on data
protection to facilitate
trans-border flows of
personal health data

17.2.13
17.2.13.1

Action: IT-014-04 to review and provide input disposition of
comments on ISO 22957 and proposed draft of ISO 16864
when available (planned for August 2012).

LIAISON REPORTS
CEN TC251/WGIII (LUUC POSTHUMUS)

Luuc Posthumus as convener of CEN WGIII reported that the last time this group met was
in Kuopio in 2011. It is noted that this WG is a mirror of ISO/TC215 WG4 and there is no
unique work being done by the WG. The French Secretariat was no longer available when
France withdrew and became an observer. The Vice-Convener (Luuc) became Convener.
The Vice-Convener’s term ends in June with no volunteer to replace him. The attending
members have decreased in number. This will be the last report from the WG.

17.2.13.2

SC/27 (KNUT LINDELIEN)

Knut reported that there would be a meeting in May 2012 in Stockholm to determine the
work of the committee. Current work includes interesting activities with ITUT concerning
personal information associated with telecommunications. This work touches the WG4 area
under the topic of access to information. If something comes out for comment WG4 will be
glad to address it. Dr Gunnar Klein, formerly acting as Liaison did not attend this meeting
and so the question remains if WG4 have an active liaison.

17.2.13.3
PRIVACY STEERING COMMITTEE UPDATE (ROSS FRASER AND
ALESSANDRA PASTORINO)


Ross Fraser reported that the TMB of ISO had struck a Privacy Standing Committee
(ISO TMB/PSC) to determine what, if any, privacy standards were required. There
were 12 meetings over the last year which ended with 10 revised recommendations
submitted to ISO/ TMB for consideration in February 2012 meeting.



Recommendation 1: withdrawn



Recommendation 2: reminder to standards developers of their obligations to respect
relevant legislation and regulations. TMB accepted this recommendation.



Recommendation 3: consider new standards projects including a generic standard
for privacy impact assessments, a series of standards for Privacy Management
Systems, guidance on data deletion, standards for Privacy Seal Programmes. TMB
directs ISO CS to contact the relevant committees with view to conducting a study at
the preliminary stage and to report back to TMB at its Sept. 2012 meeting



Recommendation 4:

privacy by design. ISO/TMB asked the Joint Directives

Maintenance Team (JDMT) to add to “ISO/IEC Directive Part 2” (instructions on how
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to deal with privacy during development of standards for applications which are
capable of and intended to collect personal information). TMB has requested JDMT
to consider for implementation


Recommendation 5:

common terminology document. Use the ISO Concept

Database (CDB) for registering all terms and definitions on privacy as used in
standards from all concerned ISO committee. TMB response: noted


Recommendation 6: International Classification for Standards (ICS). Create a new
ICS Code for “privacy”. TMB response: noted



Recommendation 7: Live public inventory of privacy initiatives. NOT recommended.
TMB response: noted



Recommendation 8: Modification to form 4 for New Work Item Proposals to include a
checkbox under "Supplementary info" asking whether the "proposal relates to
processing of personally identifiable information (PII).

TMB has asked ISO Joint

Directives Maintenance Team (JDMT) to consider when revising form 4


Recommendation 9: Release of standards related to privacy that fall under the ISO
and IEC criteria for no cost availability. Make ISO/IEC 29100 publicly available at no
cost from the ISO, IEC and JTC 1 websites and to equally consider the release of
future ISO and ISO/IEC documents which are related to privacy. TMB response:
ISO/IEC 29100 cannot be made freely available since ISO/IEC 29100 does not meet
the criteria for the free availability of JTC1 standards adopted through ISO Council
Resolution 6/2004



Recommendation 10: asks the ISO/TMB to approve the PSC as a permanent body
under their responsibility. TMB response: declines and disbands the PSC.

17.2.13.4

IHE (LORI REED-FOURQUET)

Lori reported on the IHE work items which are being prepared to go for public comment by
th

June 15 for a 30 day comment period. They will then be published for implementation by
August 1, 2012. White papers which provide guidance on approaches, techniques and U se
Cases are not implementable.
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18. WORKING GROUP 6 – PHARMACY AND
MEDICINE BUSINESS
Australian Delegate Attendance

Michael Steine

This meeting of WG6 was poorly attended with a number of key participants missing due to
last minute cancellations and a notable absence of representatives from the FDA (US).
Otherwise the representing nations were from countries such as Australia, Canada, France,
Germany, Japan, Netherlands, Singapore, Switzerland and UK.
During this meeting significant discussion again focused on the proposed restructure of the
TC215 committee by WG6. The group agreed to monitor the sitution and look over the next
6 months for an offical position on the restructure proposal. In the interim it was felt that
there was a significant pipeline of work in this area regarding standards and potential future
work items discussed included:


ePrescribing;



Dispense Records;



Compound Medication;



Administration Records;



Clinical Trials;



Drug Dictionaries; and



Reimbursement.

The leadership of WG 6 at this meeting was:


Convener: Ian Shepherd (UK)



Secretary: Elisabeth Brein (Netherlands, substitute for Shirin Golyardi)

Ian Shepherd’s tenure as Convenor ended at this meeting and a vote was held to elect the
new convenor with a subsequent resolution to the committee that:


Christian Hay (SNV), be endorded as the new Convenor of WG6



Frits Elferink (NEN), be endorsed as the new Vice Convenor WG6

18.1
18.1.1

PROGRESS OF PROJECTS
ISO/DTS 17251 - BUSINESS REQUIREMENTS FOR A SYNTAX TO
EXCHANGE STRUCTURED DOSE INFORMATION FOR MEDICINAL
PRODUCT

Progress on ISO/DTS 17251 - Health Informatics - Business requirements for a syntax to
exchange structured dose information for medicinal product has been minimal to date. The
first draft (from the NWIP document) had not been completed as of 22 March 2012. Without
this step, the project has stalled.
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A draft to the identified experts was expected by the end of April 2012, which was to include
an updated timeline to complete the project within the original 36 month development track.
Due to unforeseen circumstances the project lead was however absent and unable to
present this work. While the documentation is stalled, the work item has been a topic of
discussion. Informal discussions in IHE, HL7, and NCPDP have identified share d goals and
potential alignment of work efforts.
It is now however been formally recognized this work will be drafted under the auspices of
HL7 and brought back to the WG at the next meeting in Vienna. The finalization of this work
at HL7 was expected at the meeting to be held in Vancouver in May 2012.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 6

The work for ISO/DTS 17251 is been drafted by the Pharmacy
WG at HL7 International.

IT-014-06-04

ISO 17251
Model for dose syntax

18.1.2

NEHTA

Action: IT-14-06-04 and NEHTA to monitor and review the
DTS work at HL7 to ensure suitability for an open
international standard and alignment to ETP Dosage syntax
and other local medications management initiatives.

ISO/CD 16791, HEALTH INFORMATICS – REQUIREMENTS FOR
INTERNATIONAL MACHINE-READABLE CODING OF MEDICINAL
PRODUCT PACKAGE IDENTIFIERS

This work is largely focusing on barcoding using the GS1 General Specifications for using
an identifier created using their GSRN (Global Service Relation Number) format. The
purpose of the standard is not to replace local identifiers but to complement and assist data
collection and interoperability by providing a standard mechanism of converting an identifier
into a reusable object by other systems and devices that will have impact on process such
as dispensing, labelling and device integration
The NWIP was adopted at Rotterdam in October 2010 and Pat Gallagher was nominated as
the expert from Australia.
The work is currently behind on the fast track two year schedule and there was discussion
on whether it needs to shift from a fast track project to an extended 4 year process, the
other option discussed was propose a new work item and simultaneously launch the
existing document into a ballot under this work item. It was however decided to proceed
with a one year extension for ISO/CD 16791.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 6

A new work item on Requirements for international machinereadable coding of medicinal product package identifiers is in
draft. Currently contains additional content out of scope of an
electronic prescription (such as a dispense record).

IT-014-06-04

ISO 16791 Requirements
for machine-readable of
medicinal product
package identifiers

Action: IT-014-06-04 to monitor progress and ensure
appropriate scope and content of the document as it
matures.
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18.1.3

IDMP SERIES OF STANDARDS

The standards for the Identification of Medicinal Products (IDMP) is a joint project under the
JIC between ISO, CEN, HL7, CDISC, IHTSDO and GS1 that will support the activities of
medicines regulatory agencies worldwide. These include a variety of regulatory activities
related to development, registration and life-cycle management of medicinal products as
well as pharmacovigilance and risk management. The IDMP series of standards comprises:


ISO/DIS 11615 Health Informatics – Identification of Medicinal Products – Data
elements and structures for the unique identification and exchange of regulated
Medicinal Product information



ISO/DIS 11616 Health informatics – Identification of Medicinal Products

- Data

elements and structures for the unique identification and exchange of regulated
pharmaceutical product information


ISO/DIS 11238 Health Informatics - Identification of Medicinal Products — Data
elements and structures for the unique identification and exchange of regulated
information on substances



ISO/DIS 11239 Health Informatics - Identification of Medicinal Products — Data
elements and structures for the unique identification and exchange of regulated
information on pharmaceutical dose forms, units of presentation, routes of
administration and packaging



ISO/DIS 11240 Health informatics - Identification of Medicinal Products — Data
elements and structures for the unique identification and exchange of units of
measurement

The FDIS Ballot reconciliation of the ISO IDMP series received many comments from ICH
after the close of the ballot reconciliation. In the interest of transparency the comments of
ICH were noted and preserved for future inclusion into any subsequent revision of the IDMP
publication. Over 700 editorial comments were received.
Only 4% of ballots were negative with 96% positive and the ballot therefore passed; the
only country voting against was Japan. Their negative vote was due to all IDMP not being
feasible to Japan as there is a variant between the ISO standard and the ICH specification
which Japan has implemented. This is primarily because the ICH specification allows many
optional elements that are constrained to be mandatory in the ISO IDMP standard.
The Japanese submission was received after the closing date. It was arranged that the
convenor would speak to the editors and be asked to respond to the Japanese comments
before deciding what could be incorporated into the final edit.
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Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG 6

Over 700 comments on the 5 documents were received during
the FDIS ballots and majority were editorial in nature.

IT-014-06-04

Identification of
Medicinal Products
(IDMP)

All 5 standards will have the editorial comments integrated
prior to being progressed to publication.
Action: IT-014-06-04 to monitor progress and engage the
TGA to understand suitability of the 5 standards for
adoption in Australia.

18.1.4

SINGAPORE DRUG DICTIONARY

Linda Bird of the Ministry of Health Holdings in Singapore provided a detailed presentati on
of ongoing work into the Singapore Drug Dictionary (SDD).
The SDD is intended to be a national standard to unambiguously identify code and interpret
medicines which includes standardised, consistent descriptions for each drug, facilitates
seamless exchange and meets the needs and diverse requirements of different users and
cater for new innovative products.
This work was well regarded by the WG members and a similar ISO standard was
considered a possible new work item which will be discussed along with others (dispense
record, administration record, clinical trial and reimbursement) by the committee prior to the
next meeting in Vienna.

19.

JOINT WORKING GROUP 7 (JWG7)

Australian Delegate Attendance

WG4 and JOINT WG7: Trish Williams,
Vincent McCauley, Chris Bain

IEC/SC62A/JWG7 is a joint working group of IEC/SC62A and ISO/TC215, which is hosted
within the IEC/62A committee structure.
In the past, this joint working group has been focussed on health care devices and
embedded software. However, the scope of IEC SC62A was enlarged last year to include
all health software and participation at ISO/TC215 was sought from interested members of
all working groups not just WG7 (Healthcare Devices).
Current work items are focussed on Health software and patient safety issues as well as
management and safety of software systems and networks containing Healthcare devices .

19.1

PROGRESS OF PROJECTS

19.1.1

ISO/DTR 17791 GUIDANCE ON STANDARDS FOR ENABLING
SAFETY IN HEALTH SOFTWARE

This draft Technical Report is intended to identify a coherent set of international standards
relevant to the safe management and deployment of Health Software. This work item was
first proposed (NWIP) at the Rotterdam meeting in Dec 2010. It completed NP ballot in
Sept 2011.
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With the extension of scope for IEC SC62A (Medical Software and Devices), there has
been a renewed collaborative involvement with this work.
This item was discussed as part of the joint WG4/WG7/JWG7. A presentation by Wolfgang
Leetz on the categories of requirements on software in healthcare was given. It included
regulations vs. standards for software used in the healthcare environment. The presentation
reviewed the basis for software in health software and the categories for healthcare
devices. These distinctions are made between medical devices, embedded software and
standalone software. The major issue is how to validate software for specific medical
devices testing. This is not the focus of ISO/DTR 17791, however it is closely related.
Don Newsham introduced the draft of this technical report and Australia was a major
contributor to this standard, along with four other countries. The work is also in collaboration
with IEC 62A Medical Devices. The issue of categorisation of standards in terms of
reducing risks but some are process related standards. For instance the human factor
standards has factors that relate to running a safe software system but these are process
related rather than risk management related. Should the human factors be included in the
report? There was also a suggestion that the data representations and types be
acknowledged in the introduction as also contributing to clinical safety.
The purpose of this document is to provide a review of the standards that are relevant to
this area and in the analysis provide identification of gaps.

It was agreed that TC215

collaborates with IEC SC 62A to advance DTR 17791 to a DTR ballot post Vienna TC215
meeting, including a two month comment period for SC 62A. A next draft (final) will be
prepared for the Vienna meeting.
The last comments from the NP ballot are still to be resolved and should be completed this
week. Some delays occurred due to the ISO Secretariat change over but are now back on
track. Additional comments from this week (from USA) are to be resolved and incorporated.
There should be a Resolution in Vienna to move to DTR ballot as soon as possible after the
Vienna meeting. It will be balloted jointly in parallel with IEC SC62A and ISO TC215.

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG4

Issue: In preparation for draft for Vienna, ongoing engagement
with this item by Australia is requested.

IT-014

ISO/NP TR 17791, Health
informatics – Guidance
on Standards Enabling
Safety in Health
Software

19.1.2

Action: Australia to continue to provide the expert input
with this technical report so the work continues to be
progressed in a timely manner and can be formalised for
ballot by Vienna.

IEC 82304 HEALTHCARE SOFTWARE SYSTEMS – PART 1: GENERAL
REQUIREMENTS

This item was raised at the Joint WG4 and WG7 meeting. This IEC standard was flagged in
the last report. In Europe medical device directive is under revision and will become
regulation.
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There were issues with the scope of IEC 62304 Medical device software -- Software life
cycle processes, which would be revised. Extensive discussion ensued on the terminology
of medical device software (embedded in the medical device) and health software. The
outcome is that the 82304 NP needs some revision and will be progressed with possible
alignment of the title and terminology definitions as a preliminar y and foundational action.
In a separate meeting of Joint WG7, the title and scope were discussed in regard to the
following:


What software is regulated as a medical device differs round the world?



How to manage the revision of 62304 so that it does not diverge from 82304-1?
62304 is being revised by JWG3 (Patty Krantz convenor), 82304-1 is being
developed by JWG7 (co-project lead by Patty Kranz & Peter Linders). It is hoped that
the strategy of leadership will manage this concern. There is ability to amend 62304
after a better software standard architecture has been put in place.



“It appears there are many gaps in the standards which are not in the development of
software but RATHER IN the deployment implementation into clinical use, integration
into clinical systems / networks of this software and the ‘transition’ or rather the
layering of risk responsibility.”



Laboratory data systems are an example of what needs to be covered by the
standard - it is part of a system (EHR) of systems



There are a group of stakeholders that need 82304-1, a group that are now becoming
‘manufacturers’.



Do we have the expert membership (knowledge of general purpose healthcare
software systems) in JWG7? It was noted that the JWG7 project is open to ALL
ISO/TC215 members (i.e. it is more than WG7).

The conclusion was that the scope will resolve itself as the work continues. The plan is to
continue with the broader scope then the team is likely to reach the conclusion that the
scope is too big.

The team will bring this back to JWG7, ISO/TC215, IEC/62A, and

continue collaboration with WG4.
Title of 82304-1
It was perceived that that the currently title of Healthcare Software Systems – Part 1:
General Requirements is too broad as it does not reflect healthcare software systems. In
Kuopio with WG 4 members the title Safety of healthcare software systems – Part 1:
General Requirements, was considered. However, there was a cautionary note not to
confuse this with TR17791 Health Informatics – Guidance on Standards for Enabling Safety
in Health Software. The main discussion was about whether or not to keep or remove
‘systems’. This standard for Health Software is meant to cover a ‘product/device’ that may
be integrated into a system (of systems). The scope will include aspects of a system that
are needed for the ‘product/device’ as a system itself. The final title was agreed upon to be
Health software – Part 1: General requirements for product safety.
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Terminology:
Based on the comments and attempts to prepare observations, there is a need to:
reconsider definitions and key terms for 82304. For example, in the case of "standalone
software", the cover page says “This international standard applies to products that are
delivered solely as software” and there are shades of difference between this and:


FDA definition of "standalone software", which is “software intended to run on any
general purpose computers and does not require any software other than the
operating system to run”.



Software that is not embedded/delivered in a hardware product



Software that can be a medical device or not



"For the purpose of this standard, software which is independent of hardware at the
time of placing on the market or its making available."

Other terms that must be defined include:


Health software



Software manufacturing



Medical device software



Product



Software as a medical device



Software as a service;



Medical software



Software maintenance



Middleware



Safety



Software - items, units, components,



Implementation

system, modules,
It will be most effective if a small team form to work on this – to pre-digest of the comments
and proposals. The following people were appointed Allen Hobbs (US), Marilyn Waxberg
(US), Neil Gardner (Canada WG4), Sunkee Lee (Korea), Satoshi Ikeda (Japan), Vincent
McCauley (Australia), James Savage (UK), Gerd Neumann (Germany) Trish Williams
(Australia, WG4).

Topic

Issue / Action / Recommendations for Australia

Recommended
for Action by

WG4, IEC/62A/JWG7

Issue: Australia voted NO on the NWIP when balloted in
October, 2011. Since this NWIP was 12 Yes, 4 No, 7
Absent/Abstain on the ballot comments and is progressing – it
should be noted that given the revised scope and the
appointment of Australia on the international experts task
group for this item we request support of IT-014.

IT-014

ISO 82304-1 Healthcare
Software Systems –
Part 1: general
requirements

Action: To note that this item scope has been revised and
has the Australian Delegation support at the meeting. Trish
Williams and Vincent McCauley are appointed to the
national expert task force to ensure the work on the
standard is relevant to Australia.
Action: This is an IEC 62A lead and this item is important to
the Australian community – SA needs to address issue of
attendance and input to IEC 62A
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19.1.3

ISO 80001-1 – APPLICATION OF RISK MANAGEMENT FOR ITNETWORKS INCORPORATING MEDICAL DEVICES

This multi-part standard consists of a general standard ISO 80001-1 published in 2011 and
multiple sub-parts related to specific area requirements, some of which are Technical
Reports (Informative) and some Technical Specifications (Normative).
The completed sub-parts are:


80001-2-1 – Step by step risk management of Medical IT Networks (practical
applications and examples)



80001-2-2 – Guidance for the communication of medical device security needs, risks
and controls



80001-2-3 – Guidance for wireless networks

These three parts are complete, have passed ballot and are in the process of publication
with expected publication in July, 2012.
The additional sub-parts that were work items on this meeting’s agenda are:


80001-2-x Guidance for responsibility agreement
This is security focussed and an initial draft is being developed for NWIP proposal at
present (see below)



80001-2-x Trustworthy distributed alarm systems

A proposal was discussed and adopted at this meeting to change the numbering of the subparts (prior to final publication of the three completed sub-parts) so that:


80001-1-x will be normative documents (Standards) in addition to 80001-1 (which
stays as is)



80001-2-x will be informative documents (Technical Reports)



80001-3-x would be other informative collateral information e.g. a related IEC
Publically Available Specifications (PAS)

This proposal is to be reviewed by the IEC and ISO secretariats for approval or to suggest
an alternative approach.
IEC DTR 80001-2-4 Health Delivery Organisation (HDO) Guidance. This document is
not on the ISO work program for JWG7 due to an administrative oversight, even though it
has been NP ballot approved. A resolution will request the ISO Secretariat to update its
status. This document should be ready for Draft Technical Report (DTR) ballot shortly.
Some preliminary work has been performed on assessment of 80001 compliance within IEC
62A However, it has not progressed as expected. A report will be provided to JWG7 from
the next IEC 62A meeting in June.
There are many items not actioned from the Berlin JWG7 meeting principally due to
inconsistent participation and the ISO secretariat change.
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These actions relate to the relationship between the IEC 20000 standards and ISO 80001
as well as the security standard IEC 27001 and 80001.
IEC/DTR 80001-2-x Responsibility agreements.

It was noted that the draft of this

Technical Report
1.

currently specifies name of responsible officer – should change to organisational role
and/or person name

2.

needs occurrences of “SHALL” to become “SHOULD” – it is informative not normative

3.

needs an illustrative template for a responsibility agreement.

The plan is to prepare a further draft for circulation in July to JWG7 for comment and for
finalisation of the NWIP at the September 2012 ISO/TC215 meeting in Vienna. On this
timetable, publication is planned for the end of 2013.
The German group are prepared to meet face-to-face for 2 days in June to work on this.
The meeting will probably be in Frankfurt with webex facilities for international participation.
There is a requirement to provide at least two illustrative scenarios possibly contrasting
jurisdictional differences.

There is also a need to clarify regulatory vs clinical risk

responsibilities.

19.1.4

ISO 80001-2-X – TRUSTWORTHY DISTRIBUTED ALARMS

This standard is targeted to be a TR and is designed to be complied within a post-marketing
environment.
It assumes devices that comply with other appropriate manufacturing standards (ISO/IEC
60601 - 2006) and provides guidance on how to deploy them in a shared network.
80001-1 only applies where there are medical devices from different manufacturers on the
same network and no single medical device manufacturer is taking responsibility for the
network of devices.
There was significant debate as to what the scope of this TR should be, including
consideration of the following questions:


Does it apply to all 80001-1 networks or only the parts of that network that interact
with devices from multiple manufacturers? The intention is the latter but that is not
clear in the draft scope.



It is to apply to traditional medical devices as well as less obvious cases such as
paging systems and nurse call systems that impact patient care?
Note: Laboratory systems are to be covered by this TR.



Is the scope larger than an 80001 series TR?

Some edits to diagrams were completed and are to be distributed for comment as a NWIP.
Further work on scope will be competed out of cycle and distributed prior to the September
meeting.
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20. WG7 – HEALTHCARE DEVICES
Australian Delegate Attendance

Vincent McCauley

WG7 (Healthcare Devices) develops standards relating to healthcare device hardware,
imbedded software and communication of healthcare data originating from healthcare
devices.
Much of the work is focussed around adoption and internationalisation of standards
originally developed by other SDO’s such as IEC, IEEE and HL7.
There is a large volume of Standards dealt with by this Committee. However, much of the
work is managed under “fast track” agreements with other SDO’s which call for limited
Committee review and no public comment cycle prior to adoption and publication.

20.1

PROGRESS AT THIS MEETING

The entire work program of this Committee was significantly reviewed and overhauled at
this meeting following a four month effort by the ISO/TC 215 Secretariat to clarify what the
actual status of work items were both within ISO/TC 215 and within originating SDOs.
The following tables summarise current work items:
A.

Current Work items

ISO/IEEE FDIS
11073-10406

Health informatics —Personal health device communication — Part 10406:
Device specialization —Basic electrocardiograph (ECG) (1- to 3-lead ECG)

ISO/IEEE DIS
11073-10417

Health informatics — Personal health device communication — Part 10417:
Device specialization — Glucose meter

ISO/IEEE NP
11073-10418

Health informatics — Personal health device communication — Part 10418:
Device specialization —International Normalized Ratio (INR) monitor

B.

Work Items that have completed ballot in IEEE and are being fast tracked in ISO
TC215 WG7

ISO/IEEE FDIS
11073-10420

Health informatics — Personal health device communication — Part 10420:
Device specialization — Body composition analyzer

ISO/IEEE FDIS
11073-10421

Health informatics — Personal health device communication — Part 10421:
Device specialization — Peak expiratory flow monitor (peak flow)

ISO/IEEE FDIS
11073-10472

Health Informatics — Personal health device communication — Part 10472:
Device specialization — Medication monitor

ISO/IEEE FDIS
11073-30400

Health informatics — Point-of-care medical device communication — Part
30400: Interface profile — Cabled Ethernet

ISO/CD 22077-1

Health informatics — Medical waveform format — Part 1: Encoding rules

IEC/DTR 80001-2-1

Application of risk management for IT-networks incorporating medical
devices — Part 2-1: Step by Step Risk Management of Medical IT-Networks;
Practical Applications and Examples
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C.

The following items are nearing completion at IEEE and are on the ISO TC 215
WG7 work program as preliminary items for consideration for fast tracking

ISO/IEEE NP
11073-10300

Health informatics — Point-of-care medical device communication — Part
10300: Device specializations — Framework and overview

ISO/IEEE NP
11073-10301

Health informatics — Point-of-care medical device communication — Part
10301: Device specialization — Infusion device

ISO/IEEE NP
11073-10302

Health informatics — Point-of-care medical device communication — Part
10302: Device specialization — Vital signs monitor

D.

The following are proposed new projects on which work is only at a preliminary
stage

ISO/NP 22077-2

Health informatics — Medical waveform format — Part 2:
Electrocardiography

ISO/NP 22077-3

Health informatics — Medical waveform format — Part 3: Encoding rules,
long term electrocardiogram

E.

The following work items were removed from the ISO TC 215 work program:

ISO/DIS 1107392001

Health informatics — Medical waveform format — Part 92001: Encoding
rules

ISO/PWI TS 1107392301

Health informatics — Medical waveform format — Part 92301:
Electrocardiography

ISO/PWI TS 1107392302

Health informatics — Medical waveform format encoding rules — Part
92302: Long term electrocardiogram

ISO/IEEE NP
11073-00000

Health Informatics — Point-of-care medical device communication — Part
00000: Framework and overview

ISO/IEEE NP
11073-20102

Health informatics — Point-of-care medical device communication — Part
20102: Application profiles — MIB elements

ISO/IEEE NP
11073-20200

Health informatics — Point-of-care medical device communication — Part
20200: Application profile — Association control service

ISO/IEEE NP
11073-60101

Health informatics — Point-of-care medical device communications — Part
60101: Application gateway — HL7, observation reporting interface (ORI)

A report from the CEN TC251 Devices committee (the CEN mirror committee to ISO/TC215
WG7) was tabled.
An external review by Deloitte is currently investigating whether TC251, IHE or other bodies
such as ISO/TC 215 or HL7 International should be developing standards for the EEC. Most
of the work within CEN TC251 has been placed on-hold awaiting this review.
CEN has developed a requirement for an electronic data format for polysomnography
(sleep and EEG project). This needs more experts before the ballot can be completed. HL7
is to be asked to be involved with this. Dr Vincent McCauley was assigned as liaison with
HL7 on this proposal due to his clinical background in this area along with Todd Cooper.
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A structured report for spirometry testing which is now a Spanish CDA National
specification is being negotiated to be proposed as CEN standard. This will probably form
the basis of future ISO TC215 proposals in this area.
Many IEEE Point of care work items have been removed from the IEEE program due to
lack of resources and hence have also been removed from the ISO TC215 WG7 work
program (14 items).
Work on a point of care glucose meter (11703-10417) and INR measure (11703-10418)
have been added to the work program following completion by IEEE, for fast track ballot at
ISO/TC215.
Work on a point of care medical device communication standard (11703-10103) is
progressing at IEEE and is expected to be completed by year end.
ISO/AWI 22077-1 Health informatics Medical waveform format is to be revised at IEEE
(following previous ballot failure) and will go to CD ballot in ISO after revision
ISO/IEEE NP 11073-10418 Point of care INR measurement is out of time for fast tracking
and will be renewed with intention to final ballot in the next cycle.
ISO/TR21730:2007 Recommendations for electromagnetic compatibility (management of
unintentional electromagnetic interference was a Technical Report originally published in
2007 and is now in need of review due to advances in electronics and network s over the
last five years. It was proposed and accepted that this should be undertaken as a joint
working item between IEC62A and JWG7.
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21. RESOLUTIONS FROM TC 215 PLENARY
21.1

BACKGROUND

Resolutions for the plenary session are drafted by the working groups, task forces and
other constituent bodies within TC 215 and typically follow wording set out in common
templates circulated by the TC 215 Secretariat. The resolutions were circulated to national
delegations for review shortly before the final plenary.
Contentious issues tend to be raised and discussed during WG sessions or, at the latest,
when the proposed resolutions are circulated to the national delegations with consensus on
most matters being achieved by negotiation before they are presented to the plen ary.
Under this process, while some items are contested on the floor of the plenary, it is normal
for the vast majority of resolutions to be passed.

21.2

RESOLUTIONS APPROVED

The following resolutions were approved at the closing plenary session – with specific
Australian involvement being noted, where relevant.
Notes:
1.

In our reporting on resolutions below, the words "Health informatics" in document titles
have usually been abbreviated to "HI", except where this might cause confusion.

2.

Copies of the draft resolutions circulated prior to the final plenary sessions and many
WG slide presentations contain "contingency" resolutions that were not subsequently
put to or passed by TC 215. Care should be taken only to use the finally approved
resolutions as reported below.

3.

Some minor typographical and citation errors and inconsistencies have been corrected.

Resolution

Further action/
comment

Resolved, that ISO/TC215 accepts the report of Joint
Working Group 7

Summary
presentation by
WG convenor
available

1. Regarding 80001-2-x, Application of risk management
for IT-networks incorporating medical devices –
Part 2-x: Guidance on distributed alarm systems –
Resolved that ISO/TC 215:

Collaboration with
IEC medical
devices on NP
ballot

Approves the JWG 7 recommendation to issue a Joint
NWIP ballot targeting a technical report to be developed
with IEC/SC 62A lead;
(Continued below)
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Resolution

Further action/
comment

By

Collaboration with
IEC medical
devices on DTR
ballot

IT-014
SA

Instructs the ISO/TC 215 Secretary to coordinate with
the IEC/SC 62A Sec to circulate a Joint NP ballot
with the attached draft, with IEC 62A lead no later
than 1 June 2012
Abstain: Malaysia, Singapore
2. Regarding 80001-2-4, Application of risk management
for IT-networks incorporating medical devices –
Part 2-4: General implementation guidance for
healthcare delivery organizations – Resolved that
ISO/TC 215
Approves the disposition of NP ballot comments agreed to
at the JWG 7 meeting and that the project should
proceed to DTR ballot;
Instructs the PL/WG convener to provide the updated text
of the DTR and the final disposition of NP comments to
the IEC/SC62A and ISO/TC 215 Secretaries no later
than 1 June 2012;
Instructs the ISO/TC 215 Secretary to coordinate with the
IEC/SC62A Secretary to circulate a DTR ballot no later
than 15 June 2012.
3. Regarding ISO/NP 82304, Healthcare software
systems –Part 1: General requirements – Resolved
that ISO/TC 215
Notes the positive results of the NP ballot and instructs the
ISO/TC215 Secretary to add to the TC work program
and assign the project to JWG7.
Resolved, that ISO/TC215 accepts the report of TC215
Working Group 1

Summary
presentation by
WG convenor
available

4. Regarding ISO/13972, Health informatics – Detailed
Clinical Models – Part 1: Quality processes
regarding detailed clinical model development,
governance, publishing, and maintenance and Part
2: Quality attributes of detailed clinical models Resolved that ISO/TC215

Comment:
Australia strongly
supported these
changes.

Approves the recommendation of WG1 that the project
13972 be re-targeted for publication as a Technical
Specification given the continued thought evolution in
the area of detailed clinical modelling and lack of
convergence at present regarding some key aspects of
the current documents.
Approves the recommendation of WG1 that 13972 Part 1
and Part 2 be published as a single Technical
Specification, with the content of the former parts
appropriately placed within the new document, and
normative and informative sections be clearly identified.
(Continued below)
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Resolution

Further action/
comment

By

See following
resolutions;
Australia
supported
harmonized
revision of all 5
parts of
ISO 13606 and
maintaining scope
of EHR
communication
(and not
extending to
include
repositories).

IT-014-09

Approves the recommendation of WG1 that ISO/DTS 13972
be re-titled as:
"Health informatics – Detailed clinical models – Detailed
clinical models, characteristics and processes"
Approves the recommendation of WG1 that the disposition
of CD ballot comments be undertaken by the expert
task group, ensuring that normative, informative, and
sections for exclusion are identified, addressed, and
reviewed by WG 1 members. The project lead is to
provide the updated text of ISO/DTS 13972 and the
final disposition of comments document to the ISO TC
215 Secretary no later than 2012-08-31.
Instructs the ISO TC215 Secretary to inform ISO Central
Secretariat of these decisions and to update the ISO
TC215 Program of Work.
5. Regarding ISO/NP 13606-Part 1: Reference Model,
Health informatics – Electronic Health
Record Communication Part 1 Reference Model –
Resolved that ISO TC215
Approves the WG1 recommendation to issue a NWIP ballot
targeting a revision of this international standard;
Instructs the project lead to provide the TC 215 Secretary a
Form 4 and an outline document no later than 31 May
2012;
Instructs its Secretary to issue a NWIP ballot immediately
upon receipt of the documents.
Abstain: Malaysia

6. Regarding ISO/NP 13606-Part 2: Archetype
Specification, Health informatics – Electronic Health
Record Communication Part 2: Archetype Specification –
Resolved that ISO TC215

As per comment
on Res 5

Approves the WG1 recommendation to issue a NWIP ballot
targeting a revision of this international standard;
Instructs the project lead convener to provide the
secretariat with a completed Form 4 and an outline
document no later than 31 May 2012;
Instructs its Secretary to issue a NWIP ballot immediately
upon receipt of the documents.
Abstain: Malaysia
7. Regarding ISO/NP 13606-Part 3: Reference
Archetypes and Term Lists Health informatics –
Electronic Health Record Communication Part 3:
Reference Archetypes and Term Lists – Resolved
that ISO TC215
Approves the WG1 recommendation to issue a NWIP ballot
targeting a revision of this international standard;
(Continued below)

Copyright © 2010 Standards Australia Limited.

101

As per comment
on Res 5

Final Report –ISO/TC 215 Meeting – Vancouver, Canada (May 2012)

Resolution

Further action/
comment

By

Instructs the project lead to provide the secretariat with a
completed Form 4 and an outline document no later
than 31 May 2012;
Instructs its Secretary to issue a NWIP ballot immediately
upon receipt of the documents.
Abstain: Malaysia
8. Regarding ISO/NP 13606- Part 4: Security, Health
informatics – Electronic Health
Record Communication Part 4: Security – Resolved
that ISO TC215

As per comment
on Res 5

Approves the WG 1 recommendation to issue a NWIP ballot
targeting a revision of this international standard;
Instructs the project leader to provide the secretariat with a
completed Form 4 and an outline document no later
than 31 May 2012;
Instructs its Secretary to issue a NWIP ballot immediately
upon receipt of the documents.
Abstain: Malaysia
9. Regarding ISO/NP 13606 – Part 5, Health informatics
– Electronic Health Record Communication Part 5:
Interface Specification – Resolved that ISO TC215

As per comment
on Res 5

Approves the WG 1 recommendation to issue a NWIP ballot
targeting a revision of this international standard
Instructs the project leader to provide the secretariat with a
completed Form 4 and an outline document no later
than 31 May 2012;
Instructs its Secretary to issue a NWIP ballot immediately
upon receipt of the documents.
Abstain: Malaysia
NOTE: Revision of ISO 13606 series to be harmonized in a
consistent manner.
10. Regarding ISO/NP Health informatics – Automatic
identification and data capture marking and labeling
- Subject of care and individual provider
identification –Resolved that ISO/TC 215
Approves the WG 1 recommendation to issue a NWIP ballot
targeting a technical specification;
Instructs the project lead to provide the secretariat with a
completed Form 4 and an outline document no later
than 31 May 2012;
Instruct the TC 215 Secretary to issue a NWIP ballot
immediately upon receipt of the document.
Abstain: Singapore
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Resolution

Further action/
comment

By

Respond to ISO
CD ballot when
received.

IT-014-02

Australia
supported and
assisted in
drafting these
provisions.

IT-014 (to
note and
comment if
appropriate)

Resolved, that ISO/TC215 accepts the report of TC215
Working Group 2
11. Regarding ISO/NP 17583 HI – Terminology
constraints for coded data elements expressed in
ISO harmonized data types used in healthcare
information interchange – Resolved that ISO/TC 215
Approves the disposition of NP ballot comments as agreed
to at the WG 2 meeting and that the project should
proceed to CD ballot;
Instructs the PL/WG convener to provide the updated text
of ISO/CD 17583 and the final disposition of comments
document to the TC 215 Secretary no later than 6 June
2012;
Instructs the TC 215 Secretary to circulate the text for a
three month CD ballot immediately upon receipt, but no
later than 22 June.
Abstain: Singapore and Malaysia
12. Regarding ISO/HL7 NP 21731, HI – HL7 version 3Reference information model (RIM) Release 4 –
Resolved that ISO/TC 215
Approves the disposition of NP ballot comments document
as agreed to at the WG 2 meeting and that the project
should progress to DIS ballot, as articulated in the
approved NWIP ballot.
Instructs the PL/WG convener to provide the updated text
of ISO/DIS 21731 and the final disposition of comments
document to the TC 215 Secretary no later than 6 June
2012;
Instructs the TC 215 Secretary to submit the revised text to
ISO Central Secretariat for DIS balloting immediately
upon receipt, but no later than 22 June.
Abstain: Malaysia
13. Regarding the Establishment of an Ad Hoc Group on
the Rapidly Evolving Health Informatics Standards
Field and the Work of ISO TC 215 –
Resolved that ISO/TC 215:
Convenes an Ad Hoc Group (AHG):




to advise the Secretary in relation to discussions
with the ISO Central Secretariat regarding issues
associated with the rapidly evolving heath
informatics standards field and the work of
ISO/TC215 in regards to alternative methods of
publishing and incorporating material from other
approved SDOs working in the health informatics
field;
these discussions be based on draft resolutions A
and B below as the basis for initial discussions with
the ISO Central Secretariat; and

(Continued below)
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Resolution


Further action/
comment

to be chaired by Mike Glickman

Requests national member bodies to submit any comment
on the draft resolutions to the TC 215 Secretariat as
soon as possible but no later than 25 May 2012 to
assist the AHG in providing timely advice; and
Instructs the TC 215 Secretary and Chair to report the
results of discussions with ISO Central Secretariat back
to TC 215 member bodies and give appropriate notice
of any related proposed resolutions for adoption by
electronic vote or at the Vienna meeting of TC 215.
DRAFT RESOLUTION A
Regarding ISO publication of jointly developed standards
where the primary source is normally published in HTML
– Resolved that ISO/TC 215
Recognizes that the demand for high-quality standards in the
field of healthcare informatics is being driven by national ehealth initiatives, the rapid expansion of data-driven clinical
practices such as clinical genomics, personalized medicine
and mobile health, and increasing recognition that individual
safety can be greatly enhanced by availability of targeted
data. This demand cannot be satisfied by the efforts of any
single organization.
ISO/TC 215 has been successful in advancing to ISO status
important standards that were originally developed by other
organizations and that are not normally published in the
standard ISO formats - including those whose primary
representation is in HTML or XML. Such standards cannot
be readily converted to the standard ISO format in Word and
PDF:


without the risk of introducing potentially dangerous
errors;



without incurring the costs of manual conversion;



without imposing significant delay in the current "we
must have it now" environment;



without, in some cases, losing key characteristics
such as software computability; and



with tangible benefit.

Recommends that the TC 215 Secretary enter into
discussions with ISO to explore the possibility and terms
under which ISOI/TC 215 may be permitted to publish such
specifications may be published


As a single archive of files that contains:
o

a textual "read me" file that includes the
ISO formal name and identifiers of the
standard along with instructions as to how
to extract and "open" the standard in a
browser;

(Continued below)
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Resolution



Further action/
comment
o

a single "html" file in the directory root that
links to the standard;

o

and such subdirectories as needed to
contain the html documents, figures and
supporting files, if any, that make up the
standard.

Where the opening page of the standard includes
o

the document title, identifiers and copyright
statements as specified in the ISO
standard format;

o

optionally, for joint documents, a document
title, identifiers and copyright statements
appropriate to the joint publishing
organization;

o

opens with the normal ISO "Forward" and
an optional "Introduction";

o

contains clauses 1 through 4 ("Scope",
"Conformance", "Normative References"
and "Terms and Definitions") in keeping
with the ISO standard format;

o

begins the standard content with Clause 5
which may be either the first clause of the
content, or a simple paragraph that links to
the content in a separate document.

DRAFT RESOLUTION B
Regarding established, rapidly evolving health
informatics standards – Resolved that ISO/TC 215
Recognizes that
(a) the demand for high-quality standards in the field of
healthcare informatics is being driven by national e-health
initiatives, the rapid expansion of data-driven clinical
practices such as clinical genomics and personalized
medicine, and increasing recognition that individual safety
can be greatly enhanced by availability of targeted data
(b) this demand cannot be satisfied by the efforts of any
single organization and there are now many established
global standards bodies that develop and maintain
standards and related publications ("standards and related
specifications"), including:
(i) models, frameworks, standards, etc,
(ii) specifications, profiles and other documents based on
these documents, and
(ii) dynamic content based on the above such as
representations, databases and code systems;
(c) these standards and related publications are widely used,
evolve rapidly in response to emerging requirements
(typically with new editions being released annually or more
frequently), form part of the essential standards infrastructure
in the health informatics domain and need to be available in a
form recognized by ISO;
(Continued below)
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Resolution

Further action/
comment

(d) there is an over-riding stakeholder requirement for
ISO/TC 215 to cooperate and harmonize its deliverables with
those of other standards bodies operating in the health
informatics field, including those providing their standards
and related publications free-of-charge on the Web; and
(e) TC 215 and also ISO have formal relationships with such
global standards bodies.
Recommends that the TC 215 Secretary enter into
discussions with ISO to explore the possibility and terms
under which ISO/TC 215 may develop further ISO standards
("ISO head standards") that incorporate by means of
specific normative reference detailed content from such
standards and related products ("referenced specifications")
subject to conditions similar to the following:
(a) The organization ("partner organization") that publishes
and maintains the referenced specifications SHALL:
(i) have Liaison A with ISO/TC 215 or other formal
relationship with ISO that acknowledges the partner
organization's role in the production of health informatics
standards;
(ii) be a not-for-profit entity with a published, international,
and representative consensus process for the development
and maintenance of the referenced specifications;
(iii) have the capacity and willingness to undertake this
development and maintenance; and
(iv) be subject to an agreement with ISO negotiated through
ISO/TC215 under which they agree to develop and maintain
the referenced specifications and make them widely
available, and engage at least annually with ISO/TC 215 to
review the arrangements under which the referenced
specifications are referenced in any related ISO head
standards.
(b) The ISO head standard SHALL:
(i) be proposed, developed and approved by TC 215 in
accordance with normal ISO processes and rules; and
(ii) describe the form and content of the referenced
specifications and incorporate by means of specific
normative reference the detailed content from editions of
the referenced specifications as published from time to
time by the partner organization.
(c) The referenced specifications SHALL:
(i) be adopted and maintained according to the processes
agreed between the partner organization and ISO through
ISO/TC 215;
(ii) continue to be regularly published and distributed by the
partner organization in a form and via a process that makes
them available free of charge or at an agreed reasonable
cost to all users of the ISO head standard.
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Resolution
14. Regarding ISO/NP 14199, Health informatics – BRIDG
domain analysis model for protocol-driven
biomedical research – Resolved that ISO/TC 215
14.1 Approves the restructuring of the project so that ISO
14199 will:
(a) provide an introduction to the BRIDG model,
(b) incorporate by means of specific normative
reference all of the detailed content of the latest version
of the web-based BRIDG model as published from time
to time by CDISC, and
(c) include normative statements about application of
the model and conformance with the standard;
14.2 Instructs the WG convener and TC215 Secretary to
confer with CDISC and ISO/CS with a view to agreeing
and formalizing the arrangements for the referencing
and use of the BRIDG model by ISO 14199, to include:
(a) continued oversight by the BRIDG Board of the
processes used for update, maintenance, balloting,
prioritization of tasks and release of the BRIDG Model
as a CDISC standard,
(b) the right of ISO/TC 215 to nominate a
representative of ISO/TC215 to serve on the BRIDG
Board,
(c) the right of ISO/TC215 to provide input to the
BRIDG Semantic Steering Committee (SCC) for future
releases of the BRIDG Model,
(d) how ISO/TC215 members may participate in the
processes used for combined formal balloting of
changes to the BRIDG Model through CDISC and HL7,
(e) continued active participation in and reporting by
CDISC as a Liaison A to ISO/TC215, including CDISC
continuing to meet the Liaison A criteria,
(f) continued publication of regularly updated and
openly balloted releases of the BRIDG Model by CDISC
as a free and open web-based standards product, and
(g) review of these arrangements periodically and on
any significant change in the role or capacity of CDISC
or ISO/TC215 or their processes in relation to the
continued support of ISO 14199 and the BRIDG Model;
14.3 Instructs the PL/WG convener to provide the
completed Form 4 and proposed text of ISO 14199 to
the TC 215 Secretary no later than 6 June 2012;
14.4 Instructs the TC 215 Secretary to circulate the text for
a three month NP ballot immediately upon receipt, but
no later than 15 June 2012.
Abstain: Malaysia and Singapore
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Resolution

Further action/
comment

By

Establish
collaboration with
Australian TC 249
traditional
medicine mirror
group in
responding to
TC 215 request
for nominations
for
ISO/TC 215/WG
10 co-conveners.

IT -014

Monitor
development of
NP proposal and
draft and
contribute to
progress

IT-014-02

Monitor
development of
NP proposal and
draft and
contribute to
progress

IT-014-02

Monitor
development of
NP proposal and
draft and
contribute to
progress

IT-014-02

Resolved, that ISO/TC215 accepts the report of TC215
Working Group 3
15. Regarding the TC 215 and TC 249 Joint Working
Group Agreement – Resolved that ISO/TC 215
Approves the WG 3 recommendation that the text of the
JWG agreement as contained in TC 215 N 1000 to form
the JWG (pending final approval of TC 249) be
approved (terms of reference contained in TC 215 N
1000);
Instructs the TC 215 Secretary to immediately notify ISO
Central Secretariat and TC 249 of this decision and
request that the JWG be formed as soon as possible;
Instructs the TC 215 Secretary to issue a three month call
for a TC 215 co-convener no later than 1 June 2012;
and
Recommends the first action of this JWG be to produce a
document containing the operating procedures for the
group.
Abstain: Singapore
16. Regarding ISO/PWI 12310 HI – Principles and
guidelines for the measurement of conformance in
the implementation of terminological resources –
Resolved that ISO/TC 215
Approves the WG 3 recommendation that the above
mentioned project be added to the TC 215 Program of
Work as a Preliminary Work Item; and
Instructs the TC 215 Secretary to inform ISO Central
Secretariat of this decision and add the project to the
TC 215 Program of Work.
Abstain: Singapore
17. Regarding a Revision of ISO 17115:2007, HI –
Vocabulary for terminological systems –
Resolved that ISO/TC 215
Approves the WG 3 recommendation that the above
mentioned project be added to the TC 215 Program of
Work as a Preliminary Work Item as per the results of
the 2011Systematic Review; and
Instructs the TC 215 Secretary to inform ISO Central
Secretariat of this decision and add the project to the
TC 215 Program of Work.
Abstain: Singapore
18. Regarding ISO/TS 17117:2002, HI – Controlled health
terminology – structure and high-level indicators –
Resolved that ISO/TC 215
Approves the WG 3 recommendation that the above
mentioned project be added to the TC 215 Program of
Work as a Preliminary Work Item as per the results of
the 2012 Systematic Review;
(Continued below)
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Acknowledges the intent of WG 3 that this standard will be
split into two parts upon its submission as an NWIP;
and
Instructs the TC 215 Secretary to inform ISO Central
Secretariat of this decision and add the project to the
TC 215 Program of Work.
19. Regarding ISO/PWI Health informatics – Conceptual
framework for representation of sites in body
surface non-chemical stimulation –
Resolved that ISO/TC 215
Approves the WG 3 recommendation that the above
mentioned project be added to the TC 215 Program of
Work as a Preliminary Work Item; and
Instructs the TC 215 Secretary to inform ISO Central
Secretariat of this decision and add the project to the
TC 215 Program of Work.
Abstain: Singapore
20. Regarding ISO/PWI Health informatics – Conceptual
framework for representation of treatment and
diagnostic non-chemical stimulation methods –
Resolved that ISO/TC 215
Approves the WG 3 recommendation that the above
mentioned project be added to the TC 215 Program of
Work as a Preliminary Work Item; and
Instructs the TC 215 Secretary to inform ISO Central
Secretariat of this decision and add the project to the
TC 215 Program of Work.
Abstain: Singapore
21. Regarding ISO/CD 13940, Health informatics –
System of concepts to support continuity of care –
Resolved that ISO/TC 215
Approves the disposition of the CD ballot comments agreed
to at the WG 3 meeting and that the project should
proceed to DIS ballot;
Instructs the PL/WG convener to provide the updated text
of ISO/DIS 13940 and the final disposition of comments
document to the TC 215 Secretary no later than 30
June 2012;
Instructs the TC 215 Secretary to submit the text to ISO
Central Secretariat for DIS balloting no later than
15 July 2012.

Copyright © 2010 Standards Australia Limited.

109

Final Report –ISO/TC 215 Meeting – Vancouver, Canada (May 2012)

Resolution
22. Regarding ISO/CD 18104, Health informatics –
Categorical structures for representation of nursing
diagnoses and nursing actions in terminological
systems – Resolved that ISO/TC 215

Further action/
comment

By

Prepare to
respond to DIS
ballot

IT-014-02

Prepare to
respond to DIS
ballot

IT-014-06

Approves the disposition of the CD ballot comments agreed
to at the WG 3 meeting and that the project should
proceed to DIS ballot;
Instructs the PL/WG convener to provide the updated text
of ISO/DIS 18104, revisable figure files and the final
disposition of comments document to the TC 215
Secretary no later than 30 May 2012;
Instructs the TC 215 Secretary to submit the text to ISO
Central Secretariat for DIS balloting no later than
13 June 2012.
Abstain: Singapore
23. Regarding the title of ISO/DTS 13582, Health
informatics – Communication model and XML
interface specification for OID registries – Resolved
that ISO/TC 215
Approves the WG 3 recommendation that the title of
ISO/DTS 13582 be changed to “Health informatics –
Sharing of OID Registry information”; and
Instructs the TC 215 Secretary to notify ISO Central
Secretariat of this decision no later than 13 June 2012.
Abstain: Singapore
24. Regarding the title of ISO/DTS 13582, Health
informatics – Sharing of OID Registry information –
Resolved that ISO/TC 215
Approves the disposition of NP ballot comments agreed to
at the WG 3 meeting and that the project should
proceed to DTS ballot;
Instructs the PL/WG convener to provide the updated text
of ISO/DTS 13582 and the final disposition of
comments document to the TC 215 Secretary no later
than 30 May 2012;
Instructs the TC 215 Secretary to circulate the text for DTS
balloting no later than 13 June 2012.
Abstain: Singapore
25. Regarding the title of ISO/CD 17938, Health
informatics – Semantic network and classified code
of traditional Chinese medicine –
Resolved that ISO/TC 215
Approves the WG 3 recommendation that the title of
ISO/CD 17938 be changed to “Health informatics –
Semantic network framework of traditional Chinese
medicine language system”; and
Instructs the TC 215 Secretary to notify ISO Central
Secretariat of this decision no later than 13 June 2012.
Abstain: Singapore
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26. Regarding Modifications to the TC 215 Structure
Presentation – Resolved that ISO/TC 215
Approves the WG 3 recommendation that the TC 215
Secretary update the excellent overview of TC 215 to
represent the new structure as defined in the TC 215
Reorganization document when that document has
been finalized and approved. The TC 215 Secretary is
also instructed to include a summary of the
development process and associated timelines for
Technical Reports, Technical Specifications and
International Standards.
Resolved, that ISO/TC215 accepts the report of TC215
Working Group 4
27. Regarding NWIP Components of Education to
Ensure Health Information Privacy –
Resolved that ISO/TC 215
Approves the WG 4 recommendation to issue a NWIP ballot
targeting technical report;
Asks the PL/WG convener to provide the secretariat with a
Form 4 and accompanying draft no later than 6 August
2012;
Instructs the TC 215 Secretary to issue a NWIP ballot
immediately upon receipt of the text.
Abstain: Malaysia and Singapore
28. Regarding a Revision of ISO 21549-5:2008, Health
informatics –Patient Health Card Data -- Part 5:
Identification Data – Resolved that ISO/TC 215
Approves the WG 4 recommendation to issue a NWIP ballot
targeting an international standard under the Vienna
Agreement with ISO lead;
Asks the PL/WG convener to provide the secretariat with a
Form 4 and accompanying draft no later than 6 August
2012;
Instructs the TC 215 Secretary to issue a NWIP ballot and
inform the CEN TC251 secretariat immediately upon
receipt of the text.
Abstain: Australia, Canada, Finland, Malaysia, Singapore,
United States
29. Regarding 2012 systematic review of ISO
21549-6:2008, Health informatics – Patient Health
Card Data -- Part 6: Administrative Data –
Resolved that ISO/TC 215
Approves the WG 4 recommendation to confirm IS0 215496;
Instructs the TC 215 Secretary to inform ISO central
secretariat and the CEN TC251 secretariat of this
decision no later than 30 June 2012.
Abstain: Australia, Canada, Finland, Malaysia, Singapore,
United States
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30. Regarding a Revision of ISO 21549-7:2007, Health
informatics – Patient healthcard data – Part 7:
Medication – Resolved that ISO/TC 215
Approves the WG 4 recommendation to issue a NWIP ballot
targeting an international standard under the Vienna
Agreement under ISO lead based on the results of the
2011 Systematic Review;
Asks the PL/WG convener to provide the secretariat with a
Form 4 and accompanying draft no later than 6 August
2012;
Instructs the TC 215 Secretary to issue a NWIP ballot and
inform the CEN TC251 secretariat immediately upon
receipt of the text.
Abstain: Australia, Canada, Finland, Malaysia, Singapore,
United States
31. Regarding ISO/NP TS 14441, Security & privacy
requirements of EHR systems for use in conformity
assessment – Resolved that ISO/TC 215
Approves publication of the Technical Specification;
Instructs the PL/WG convener to provide the updated text
of ISO/DTS 14441 and the final disposition of
comments document to the TC 215 Secretary no later
than 15 July 2012;
Instructs the TC 215 Secretary to circulate the text for DTS
balloting immediately upon receipt.
Abstain: Malaysia and Singapore
32. Regarding ISO/NP TR 17791, Health informatics –
Guidance on Standards Enabling Safety in Health
Software – Resolved that ISO/TC 215
Collaborates with IEC/SC 62A to proceed ISO/NP TR
17791 to DTR ballot immediately post Vienna under the
leadership of WG4, in a parallel ballot with IEC/SC62A.
Approves the disposition of the NP ballot comments
document as agreed to at the WG 4 meeting;
Instructs the PL/WG convener to provide the current text of
ISO/PDTR 17791 and final disposition of NP comments
document to the TC 215 Secretary no later than 15 May
2012;
Instructs the TC 215 Secretary to circulate the PDTR text to
IEC/SC 62A for a two month commenting period
immediately upon receipt;
(Continued below)
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Agrees that electronic meetings with experts from IEC/SC
62A and TC215 will be conducted to review the current
PDTR draft 17791, all submitted comments from
IEC/SC 62A and the US on the original NP TC215
ballot comments and associated comment disposition,
prior to the Vienna meeting. Following those meetings,
the PL/WG convener is instructed to provide the
updated text of ISO/DTR 17791 and final disposition of
comments document to the TC 215 Secretary for
addition to the September 2012 TC 215 Plenary
meeting in Vienna, Austria.
Abstain: Malaysia and Singapore
33. Regarding ISO/DIS 27789, Health informatics - Audit
trails for electronic health records –
Resolved that ISO/TC 215
Approves the disposition of the DIS ballot comments agreed
to at the WG 4 meeting and that the project should
proceed to FDIS ballot under the Vienna Agreement
under ISO lead;
Instructs the PL/WG convener to provide the updated text
of ISO/FDIS 22789 and the final disposition of
comments document to the TC 215 Secretary no later
than 6 August 2012;
Instructs the TC 215 Secretary to submit the text to ISO
Central Secretariat for FDIS balloting immediately upon
receipt.
Abstain: Malaysia and Singapore
34. Regarding ISO/PWI Health informatics - Information
security management in health using ISO/IEC 27002
– Resolved that ISO/TC 215
Approves the WG 4 recommendation that the above
mentioned project be added to the TC215 Program of
Work as a Preliminary Work Item; and
Instructs the TC 215 Secretary to inform ISO Central
Secretariat of this decision and add the project to the
TC 215 Program of Work.
Abstain: Malaysia and Singapore
35. Regarding a Revision of ISO 21298: Health
informatics – Functional and Structural Roles –
Resolved that ISO/TC 215
Approves the WG 4 recommendation to issue a NWIP ballot
targeting an international standard under the Vienna
Agreement with ISO lead;
Instructs the PL/WG convener to provide the secretariat
with a draft text and Form 4 requesting that the
accompanying draft be registered as a DIS no later than
31 May 2012;
(Continued below)

Copyright © 2010 Standards Australia Limited.

113

By

Final Report –ISO/TC 215 Meeting – Vancouver, Canada (May 2012)

Resolution

Further action/
comment

Instructs the TC 215 Secretary to issue a NWIP ballot and
inform the CEN TC251 secretariat immediately upon
receipt of the text.
Abstain: Malaysia and Singapore
Resolved, that ISO/TC215 accepts the report of TC215
Working Group 6
36. Regarding TC 215/WG 6 Convener –
Resolved that ISO/TC 215
Approves the WG6 recommendation to nominate the
following individuals as WG 6 officers:
Mr. Christian Hay (SNV), Convenor
Mr. Frits Elferink (NEN), Vice Convenor
Abstain: Malaysia
37. Regarding Extension for ISO/CD 16791, Health
informatics – Requirements for international
machine-readable coding of medicinal product
package identifiers – Resolved that ISO/TC 215
Approves the WG 6 recommendation for a one year
extension for ISO/CD 16791.
Instructs the TC 215 Secretary to submit an extension
request to ISO Central Secretariat no later than 30 June
2012.
Abstain: Malaysia
38. Thanking the host of the ISO/TC 215 meetings –
Resolved that TC 215
Approves the WG 6 thanks to the Standard Council of
Canada/ Conseil canadien des normes, for hosting the
ISO/TC 215 meeting in Vancouver.
Abstain: Malaysia
Resolved, that ISO/TC215 accepts the report of TC215
Working Group 7
39. Regarding IEEE Projects in TC 215
ISO/TC 215 thanks Mary-Lou Pélaprat (ISO Central
Secretariat), Lisa Spellman, (ISO/TC 215 Secretary),
Jodi Haasz (IEEE) and Kathryn Bennett (IEEE) for the
hard work they have done to resolve the status of the
shared ISO/TC 215 and IEEE work programme and to
clarify the procedures for registering and progressing
work under the ISO-IEEE Partner Standards Developer
Organization Agreement.
Abstain: Malaysia and Singapore
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40. Regarding the Withdrawal of ISO/IEEE Projects from
the TC 215 Program of Work
Noting that the following 14 shared IEEE-ISO/TC 215 work
items have been removed from the IEEE work program:


ISO/IEEE NP 11073-10300 HI — Point-of-care
medical device communication — Part 10300:
Device specializations — Framework and overview



ISO/IEEE NP 11073-10301 HI — Point-of-care
medical device communication — Part 10301:
Device specialization — Infusion device



ISO/IEEE NP 11073-10302 HI — Point-of-care
medical device communication — Part 10302:
Device specialization — Vital signs monitor



ISO/IEEE NP 11073-10303 HI — Point-of-care
medical device communication — Part 10303:
Device specialization — Ventilator



ISO/IEEE NP 11073-10304 HI — Point-of-care
medical device communication — Part 10304:
Device specialization — Pulse oximeter



ISO/IEEE NP 11073-10305 HI — Point-of-care
medical device communication — Part 10305:
Device specialization — Defibrillator



ISO/IEEE NP 11073-10306 HI — Point-of-care
medical device communication — Part 10306:
Device specialization — ECG monitoring



ISO/IEEE NP 11073-10307 HI — Point-of-care
medical device communication — Part 10307:
Device specialization — Blood pressure



ISO/IEEE NP 11073-10308 HI — Point-of-care
medical device communication — Part 10308:
Device specialization — Temperature



ISO/IEEE NP 11073-20301 HI — Point-of-care
medical device communication — Part 20301:
Application profile — Optional package, remote
control



ISO/IEEE NP 11073-20201 HI — Point-of-care
medical device communication — Part 20201:
Application profile — Polling mode



ISO/IEEE NP 11073-20202 HI — Point-of-care
medical device communications — Part 20202:
Application profile — Baseline asynchronous mode



ISO/IEEE NP 11073-10202
Standard for
Health informatics — Point-of-care medical device
communication — Domain information model (DIM)
— XML schema format — Part 10202:



ISO/IEEE NP 11073-10422 HI — Personal health
device communication — Device specialization —
Urine analyzer — Part 10422

ISO/TC 215 agrees with the WG 7 recommendation that
these work items should be removed from the ISO TC
215 Program of Work; and
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Instructs the TC 215 Secretary to inform the ISO Central
Secretariat of this decision and request the removal of
these projects from the TC 215 Program of Work.
Abstain: Malaysia and Singapore
41. Regarding the Revision of ISO/IEEE Projects
Noting that IEEE has begun revision of the following five
ISO-IEEE standards


ISO/IEEE 11073-10101:2004 HI — Point-of-care
medical device communication — Part 10101:
Nomenclature



ISO/IEEE 11073-10201:2004 HI — Point-of-care
medical device communication — Part 10201:
Domain information model



ISO/IEEE 11073-10404:2010 HI — Personal health
device communication — Part 10404: Device
specialization — Pulse oximeter



ISO/IEEE 11073-20101:2004 HI — Point-of-care
medical device communication — Part 20101:
Application profiles — Base standard



ISO/IEEE 11073-20601:2010 HI — Personal health
device communication — Part 20601: Application
profile — Optimized exchange protocol

Agrees with the WG 7 recommendation that these revisions
should be added to the TC 215 Program of Work; and
Further resolves that, following their completion, IEEE be
invited to submit these revised standards shall for Fast
Track ballot and adoption by TC 215 in accordance with
the ISO–IEEE Partner Standards Development
Organization agreement.
Abstain: Malaysia and Singapore
42. Regarding ISO/IEEE 11073-10417:2010, Health
informatics – Personal health device
communication – Part 10417: Device specialization
– Glucose meter
Noting that a revision of this standard was completed in
2011;
Agrees with the WG 7 recommendation that IEEE be invited
to submit this revised standard for Fast Track ballot and
adoption by ISO/TC 215 in accordance with the ISO–
IEEE Partner Standards Development Organization
agreement.
Further noting that an amendment to the 2011 edition of the
IEEE standard is under development, TC 215 resolves
that this amendment should be added to the work
programme of the technical committee and that, upon
completion, IEEE be invited to submit this amendment
for Fast Track ballot and adoption by TC 215 in
accordance with the ISO–IEEE Partner Standards
Development Organization agreement.
Abstain: Malaysia and Singapore
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43. Regarding ISO/IEEE NP 11703-10418, Health
informatics – Personal health device
communication – Part 10148 – Device specialization
– International Normalized Ratio (INR) monitor
Noting that ISO/IEEE NP 11703-10418 is on the work
programme of TC 215:
TC 215 agrees with the WG 7 recommendation that IEEE be
invited to submit this document for Fast Track ballot
and adoption by ISO/TC 215 in accordance with the
ISO–IEEE Partner Standards Development
Organization agreement.
Further noting that the limit date for completion of this
document by ISO was 5 May 2012, TC 215 resolves
that the ISO Central Secretariat should be asked to
grant a one year extension of this work and instructs
the TC 215 Secretary to submit an extension request to
ISO Central Secretariat.
Abstain: Malaysia and Singapore
44. Regarding ISO/IEEE NP 11703-10103, Health
informatics – Point-of-care medical device
communication – Part 10103: Nomenclature –
Implantable device, cardiac
Noting that IEEE expects to complete work on ISO/IEEE NP
11703-10103 by the end of 2012
TC 215 agrees with the WG 7 recommendation that, upon
the document’s completion, IEEE be invited to submit
the standard for Fast Track ballot and adoption by TC
215 in accordance with the ISO–IEEE Partner
Standards Development Organization agreement.
Abstain: Malaysia and Singapore
45. Regarding New Parts of IEEE 11073
Noting that IEEE is working on the following five new parts
of the ISO 11073 series:


IEEE NP 11073-10413 HI — Personal health device
communication — Device specialization —
Respiration rate monitor



IEEE NP 11073-10419 HI — Personal health device
communication — Device specialization — Insulin
pump



IEEE NP 11073-10441 HI — Personal health device
communication — Device specialization —
Cardiovascular fitness and activity monitor



IEEE NP 11073-10442 HI — Personal health device
communication — Device specialization —
Strength fitness equipment



IEEE NP 11073-10443 HI — Personal health device
communication — Device specialization —
Physical activity monitor

(Continued below)
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TC 215 agrees with the WG 7 recommendation that these
items should be added to the work programme of the
technical committee.
TC 215 further resolves that, following their completions,
IEEE be invited to submit these new standards for Fast
Track ballot and adoption by TC 215 in accordance with
the ISO–IEEE Partner Standards Development
Organization agreement.
Abstain: Malaysia and Singapore
46. Regarding ISO/AWI 22077-1, Health informatics –
Medical waveform format – Part 1: Encoding rules
Noting that a revised draft of ISO/AWI 22077-1 has been
prepared, TC 215 agrees with the WG 7
recommendation that the document should be
circulated for Enquiry ballot.
Instructs PL/WG Convener to submit the revised DIS text to
the TC 215 Secretary no later than 1 September 2012;
Instructs the TC 215 Secretariat to circulate ISO/CD/DIS
22077-1 to TC 215 for a three month CD ballot OR
submit the text to ISO Central Secretariat for initiation of
DIS balloting.
Abstain: Malaysia and Singapore
47. Regarding ISO/TR 21730:2007, Health informatics –
Use of mobile wireless communication and
computing technology in healthcare facilities –
Recommendation for electromagnetic compatibility
(management of unintentional electromagnetic
interference) with medical devices
Noting WG 7’s concern that ISO/TR 21730:2007 should be
reviewed to ensure that it is still current and is
consistent with existing International Standards,
TC 215 instructs the TC 215 Secretary to circulate this
document to WG7, JWG 7, ETSI and the IEC/SC 62A
Secretariat for review prior to the Vienna meeting
planned for September 2012.
Abstain: Malaysia and Singapore
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Resolved, that ISO/TC215 accepts the report of TC215
Working Group 8
48 Regarding ISO/NP Health informatics – Functional
classification for health informatics standards –
Resolved that ISO/TC 215
Subject to approval of the proposed project lead's National
Member Body, the Standards Council of Canada (SCC)
and its Canadian Advisory Committee (CAC) to ISO
TC215:
Approves the WG8 recommendation to issue a NWIP ballot
targeting a Technical Specification

IT-014-09

Instructs the project leader to provide the TC 215 Secretary
with a completed Form 4 and accompanying outline
document no later than 10 June 2012;
Instructs its Secretary to issue a NWIP ballot immediately
upon receipt of the documents.
Abstain: Malaysia and Singapore
49. Regarding ISO/HL7 NP 16527, Health informatics –
Personal health record system functional model
[PHR-S FM] – Release 1. - Resolved that ISO/TC 215:
Approves the recommendation of WG8 that the project
proceed to DIS ballot;
Instructs the project lead to provide the DIS text of ISO/DIS
16527 and the final disposition of comments document
to the TC 215 Secretary no later than 20 September
2012.
Instructs the TC 215 Secretary to submit the text to ISO
Central Secretariat for DIS balloting immediately upon
receipt of the documents.
Abstain: Malaysia and Singapore
50. Regarding ISO/HL7 NP 16527, Health informatics –
Personal health record system functional model
[PHR-S FM] – Release 1. - Resolved that ISO/TC 215
Approves the recommendation of WG8 that a one year
extension be approved for this project due to evolving
enhancements to the standard;
Instructs the TC 215 Secretary to submit an extension
request to the ISO Technical Management Board no
later than 30 June 2012.
Abstain: Malaysia and Singapore
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51. Regarding ISO/TR 14639-1, Health informatics Capacity based e-health architecture roadmap
Part 1: Overview of national initiatives Resolved that ISO TC215:
Approves the recommendation of WG8 that the Technical
Report be given priority for publication based on
member body requests for the report to inform their
e-health initiatives.
Approves the recommendation of WG8 that the Technical
Report be published no later than 2012-07-31.
Instructs the TC215 Secretary to inform ISO Central
Secretariat of these decisions and request a near-term
publication date which can be conveyed to TC 215 and
WG8 members.
Abstain: Malaysia and Singapore
52. Regarding ISO/CS low priority for publication of
Technical Reports in general Resolved that ISO TC215:
Instructs the TC 215 Secretary to inform ISO Central
Secretariat regarding concerns with the publication
processes assigned to Technical Reports and to
investigate the options for more rapid publication of
time-critical Technical Reports (that would otherwise
become obsolete by the time the Technical Report is
published).
Abstain: Malaysia and Singapore
53. Regarding ISO/CS low priority for publication of
Technical Reports in general, Resolved that ISO
TC215:
Instructs the TC 215 Secretary to inform ISO Central
Secretariat to identify an option for regular reporting to
National Member Bodies regarding the status of
documents that are in the development queues and the
publication queues.
54. Regarding ISO TC215 WG1 and WG8 Merger Resolved that ISO TC215
Notes the support of WG1 and WG8 for the
recommendation of the Reorganization Task Force to
merge the two Working Groups. The title and scope of
the new Working Group will reflect the mutual interests
of both groups and work activities.
Abstain: Malaysia and Singapore
54 (dup). Regarding 2012 TC215 meetings
ISO TC215 resolves that the next ISO/TC215 working
group, which will be held jointly with CEN251, will be
held 24-26 September 2012 in Vienna, Austria.
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55. Appreciation
ISO/TC 215 would like to express its gratitude to the
Standards Council of Canada, Canada Health InfoWay
and CIHIand the meeting sponsors for providing the
excellent meeting arrangements.
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