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Key findings:
The 3 nationd drugterminology models are developingaongsimilar lines:

The Audrdian model is heavily influenced by the environment in which it was
developed and specific use case for Community prescribing and dispensing, hence
lacks some of the features of the USand UK models. We have developed a product
database with some of the features of aterminology. The current W& T based
development program does not recognise the issue of the limitations of theplanned
product egin hospita usage or recommend astrategy for completing the job.

There are e ements of our modd which may not be consistent with the athers eg. the
equival ent ingredients table

Theremay bethe patentid for different systemsto share components of the modd eg.
the vocabularies for drug dose form, and active ingredients vocabulary;

Internationa experience highlights the importance of pragmatic and consistent
business or editorid rulesin creatingthe terminologies. This will require adequate
technica expertise duringthe building process.

The meeting identified all the elements of each nationa drug model and has created a
aformat for representingthese. The meetingthen worked on afew simple examples
to seewhich dements of the modd were by each approach. Theresults of this
comparative andysis are not yet conplete however demonstrate ahigh level of

ag eement on core drug model € ements.

A list of some 12 test drugs was identified and each group will provide their
modelling approach to each of these. The drugtypeswere seected to maximaly
stressthe models and tease out key differences and approaches to challengng
situations. Support from the Drug Coding team with this comparative exercise
would be appreciated

Sncel have not been recently involved in the Austrdian drugterminology project it
is difficult for meto know how useful this exer cise might have been for the M edicines
Coding team, however the other participants from the UK and USA clearly found this
meseting useful in suggesting solutions to some of the more vexingissues faced.




Thereis no doubt tha drug mode lingis covered by the 80/20 rule. Thisis ahighly
complex domain which must be sorted out as medication management ahs been
widdy identified as one of the key areas wherethereis evidencefor cost effectiveness
and improved patient outcomes in the implementation of information technology .

In the UK and USA thejob of building the drugterminologes and models has been a
highly multi-disciplinary task with reasonably extensive project teams which involve
not only computer consultants but aso druginformation pharmacists,
pharmacologsts, professiona modd lers, clinicians, decision support developers, and
public servants. (thiswas reflected in the participant lig of the meeting). Having such
awiderange of expertise and back grounds and knowledge of the end user
environments rea ly helped the discussions. In Austradiawe attempted to get this
input informdly viatheM CCA and its expert groups rather than build the wide range
of expertiseinto theteam. | believe that thelack of breadth of experience and
resources may be asignificantissuein the next stage of the MedicinesCoding
Project.

Dose instructions:

It iswidely agreed that standards for representation of drug dosage instructionsis a
core requirement for prescription order, digpense and administration sysems. HL7 has
aVersion 3 standard for describingtimed events — the Globa Timing System. The
HL7 medication information group is working on an implementation guide. A
watching brief is required as in my opinion thereis a strong case for M ediConnect
messages to adopt sructured doseinstrudions. Consultation with IT14-6-4 on
whether this can be done in V2 messagesisneeded.

Active Ingredients and Dose Forms

The USFood and Drug Administration and the Nationd Library of M edicine

The Nationd Library of M edicine (which produces products such as theM ESH —

used internationaly for bibliographic searching, and the Unified M edica L anguage

System (UM LYS)) has entered into agreement with FDA to publish:

1. Basicdrugidentification information covering substance, strength, form, packsize
etc.

2. A knowledgebase which holds druginformation supplied in the product
information (known in the USA as the Drug Labdling.) eginteractions,
indications

For activeingredients the NLM will accept gucturd information on chemical
structures asthey arereported in the drugliterature or are supplied and provide these
to the FDA whowill manage and issue a standard identifier tothe NLM to include
invarious publically available databases suchas MEDSH & UMLS Likewisethe
FDA will maintain acomprehensive set of doseform & routeterminology tables and
providethesetothe NLM. The FDA can do thiswhile maintaining high leve of
confidentidity for information provided in the early dage of the regstration process.
The progpect of havingan internationa standard identifi cation sy sem for drug
ingredients is excellent and would be a core eement of acommon internationa drug



terminology modd. The Internationd Committee on Harmonisation is considering
whether to push for aWHO maintained list. The USFDA is hopingto gain support of
UK and Audrdiafor it and the NLM to take on thistask and make the resource
internationally avail able. This needs further discussion with TGA.

Work is progressing on harmonisation of the Drug dose form model and | fed it is
likely that an overarchingterminology will be developed, which various countries or
organisations can extract thelist of dose forms which meets their needs. There are
magjor diff erences between the way s doseforms are described by regulators (the
manufactured dose form eg powder for reconstitution) and clinicians (the
administered dose form eg. syrup)

Product Information

The FDA is atenptingto provide the pharmaceutica industry with an eectronic
option for the drug labelling (product information) which will alow health
professionals to access this information in their clinica computer sygem or on the
internet. The NLM istakingon therole of repository and publisher of the eectronic
druglabds. This will obviate the need to include the Pl with drug packagnghence
reducing costs and facilitating updates and maintenance.

A HL7 standard for Structure Product Information was passed in the recent ballot
which provides astandard XM L schemafor product information (caled thelabd in
theUSA).

SNOMED-CT

There have been no further official announcements, however informa discussions at

the NLM indicate that:

e A very saisfactory agreement has been reach for aU Snationd licence for
SNOM ED-CT;

e Thislicencewill make SNOM ED-CT available for wide uptake and evduation in
thefield, however SNOM ED-CT will not beimmediately declared aU S standard.
| believeit islikely to betaken up immediately by al mgor Government hedth
agencies which will giveit amgor push in the market;

e Thepricingarrangements are regarded as reasonable and should not lead to
prohibitive costs for ather countries;

e SNOM ED-CT will be published in the UM LS As such it will be possible for
Austrdians to access SNOM ED-CT once either individua or nationa licences
have been obtained. Thus it will not be necessary for Audraiato consider
duplicatinga publication strategy;

e TheUScontract has acceptable exit strateges in the event of wishingto
discontinuethelicence or in the event of College of American Pathologists being
unableto continueto support it;

e |tisnot clear what the arrangements will be for the medi cation component of
SNOM ED asthe FDA/NLM approach will be publishing the drug terminology
independently.



Consolidated Health Informatics (CHI): Adoption of IT Standards by the
in US Government.

Presentation by CynthiaWark

Two processes for Government to engagngwith Standards:

1. Activeparticipaion in HL7 family of standards by various agencies over several
yeas;

2. Consolidated Health Informatics (CHI). Aninterdepartmenta process under the
Presidents e-Government policy.

Brings together hedlth agencies for the purpose of agreeing government use of hedth
informatics standards in hedth. Main players are Dept. Hedlth, VA and Dept. of
Defence. A number of agencies have hedth information issues while not being
primarily ahedth agency. Thisis soldy aGovernment initiative. Have created didog
with Nationa Council on Vita Hedth Satistics (and HL7. Has aam of identifying
standards in some 20 areas over ayear or two at most.)

Have aclear set of areas and classification of standard development lifecycle. Cross
disciplinary teams work on each standard area. Result in recommendations for action
but withinthe timeframe for the agency .

Thefirst round of gandards included V2 HL7, and identified V3 as needing f ast
tracking. The process of CHI will act as a*“tipping point” to moveindustry towards
standards without heavy legslative or consultative processes.

Tdakingto those involved there ar e however issues such as the capacity of
Government agencies to effectively evauate thetechnicd issues (and they have
significantly more in-house capacity that the Audraian public sector.). By the nature
of USbureaucratic procedures this has to hgopen as a“purchasing’ process and be
completely inhouse henceis potentialy disconnected from other national 1T standards
processes, however they arelookingto HL7 and their Nationd Committee on Vita
Hedth Satistics for support.

It is certainly worth considering an adaptation of thisprocess in Audralia, starting
within the Commonwedth Hedth related agencies (Health Portfolio, DVA, DoD)

HL7 Messaging Version 3.

Progress is continuingwith HL7 V3 messagng mode development for community,
order and dispense, hospita order, dispense and administer, and medication history
enquiry. Thismay na beimmediately relevant to M ediConnect developments,
however it is possiblethat Audrdiawill moveto the new version of HL7 a some
time. Countries such as the UK and Netherlands are only workingin V3 for their
comparable systems. | would recommend that any future message devel opment
projectsusing V2 should be based on aformal modd (usng V3 devel opment
methodol ogy) to facilitate eventud migration.

Further description of the UK V3 development Srategy is attached.



During discussions between Graeme Grieve (Austrdia) and Charlie M ackay (UK) it
seemed that there was common interest in establishinganetwork of test Version 3
message servers which would enable organisations interested in V3 to test and debug
messages developed starting with simple components such asthe message wrapper.
This method was usedto rapidly sort out the SOAP communication protocol via
international col laboration. HealthConnect may like to consder supporting this.

Followingthelast HL7 meeting Dick Harding (Qld Health) and Peter M acl saac
(Commonwesalth Dept Hedth) developed the use cases and interaction models which
arebeing adopted for the next ballot instead of previous effortswhich were overly
complex and lacked international perspective.

HL7 Version 2 Messaging

Austraian recommendations for revisions to Version 2.5 were accepted with thanks.
There had been some key information lost in the publication of the new ballot which
was noticed by the IT14-6-4.

Immunisation Codes

Contacts with officias from the Centres for Disease Control indicate areadiness to
accept new immunisation codes. The contact person a the CDC is Sarah Ryan. It is
recommended that HL7 Austrdiaaffirm the decision that I T14-6-4 maintain the
Austrdian immunisation code list and communicate our requirements to CDC who
maintain the codeset on behalf of HL7.

Consultation may be required with TGA and PHD onthisissue.



Attachment A - UK HL7 Development Strategy ;

Back ground:

The UK Government has announced a mgor program of hedth informatics
development and implementation involving $Aust15 billion over 3years. The NHS
has made it clear that interoperability is akey requirement

The 3 mgor GP suppliers agreed to adata exchange format based on the draft CEN
?7?77? EHR standard. However a that timeit was not clear that this sandard had aclear
futurein thelight of Open EHR and HL7 developments

One of the key messagng development projects (GP2GP) aimed at exchange of GP
information had settled on the HL7 V3.

Suppliers have arrived at apolicy for dedingwith Gov in IT development projects:
1. Projects will befully funded

2. Projects will use standards so tha thereis some lasting/ generaisable outcome
3. Projects will be developed within the HedlthCare Interoperablity Forum (HCIF)

TheHCIF is aloose group of 20 vendors (under guidance of HL7 UK) who
collaborate and fund message development

V3 Usability

The UK has adogpted apragmatic approach which is resulting in message schema and
test messages which are claimed to be clearly derived from basic HL7 structures such
astheRIM and usethe HL7 Development Framework (HDF)

Currently messages are 95% autogenerated from the RM IMs and this is likely to
increase of 99% in the next few weeks.

Variaionto HL7 moded
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Attachment B —noteto Terry Sater re FDA and drugingredient issues

| have been attendingthe Hedth Leved 7 meetingthis week in Clevdand and next
week will be participatingin an international meeting on druginfor mation models
adongwith representatives of UK NHSand USNationa Library of M edicine, US
Dept of Veterans Affairs and the USFood and Drug Administration.

Back ground:

Attached is asummary of the meeting back ground and objectives. The mgor
objectiveisto clearly definethe process for eectronically definingmedicines This
will have to touch on issues such as sub-vocabularies for issues such as dosage form,
route of administration, and identification of activeingredients.

The Nationd Library of M edicine (which produces products such as theM ESH —

used internationaly for bibliographic searching, and the Unified M edica L anguage

System (UM LYS)) has entered into agreement with FDA to publish:

3. Basicdrugidentification information covering substance, strength, form, packsize
etc.

4. A knowledgebase which holds druginformation supplied in the product
information (known in the USA asthe Drug Labdling) eginteractions,
indications

Theway thiswill work is tha the NLM will accept guctura information on
chemica structures as they arereported in the drug literature or are supplied and
provide thesetothe FDA who will manage and issue astandard identifier to the NLM
to includein various publicdly availabl e databases suchas MEDSH & UMLS
Likewisethe FDA will maintain acomprehensive set of doseform & route
terminology tables and providethesetothe NLM . The FDA can do thiswhile
maintaining high leved of confidentidity for information provided in the early sage of
theregstration process.

The FDA is d@tenptingto provide the pharmaceutica industry with an eectronic
option for the druglabelling (product information) which will alow hedlth
professionals to access this information in their clinical computer sysem or on the
internet. The NLM istakingon therole of repository and publisher of the eectronic
drug | abdls.

It should be noted tha the NLM is likely to be the repasitory and publisher for
SNOM ED-CT oncethe US government licence arrangements have been findised. As
such it will be possible for Austraians to access SNOM ED-CT once ether individual
or nationd li cences have been obtained.

| ssues:
Randy Levin, Director for Information M anagement, from the FDA, has requested

input fromthe Audraian Hedth Department/T GA theissue of internationa
standardisation of drugingredients. They areprgposing for the USto continue the



process above, to dothisin collaboration with the NLM and make this information
avail able internationdly to countries such as Audrdia..

There has been debate a the European M edicines Evaluations Agency (EM EA) and
the International Conference for Harmonisaton (ICH) on this. Thereis aproposa
regarding the World Heath Organisation providingtheinternationa reference
servicefor drugingedients.

From the drugterminology pergoectiveit is essentid to have astandard list of active
ingredients (at least in Austrdia, and preferably internationaly) M odern
terminologica practice allows aso for the use of hierar chies to manage levels of
specificity and dso to cope with language and linguistic variation through the use of
synonyms. A good example of this has been arecent process where the FDA working
with HL7 has collected a| drug dose forms used internationaly and is putting them
into acommon structure (without impairing the ability of aspecific relmto usetheir
own subset —they just al come from the one “ bucket™)

It appearsto methat thereis apossibility to exploit the existinginformation processes
rather than establish anew structure (which will in any case need to draw on the
FDA/NLM resources) Theregppearsto beapossibility that the FDA areprepared to
include internationa input tothe process.

Thedternatives areto have the FDA pass onthis role to someone ese (AWHO) or
dternative to have multiple sources of drugingredient codes and identifiers. This
could result in additional costs and complexity if it is decided that there haveto be
maps or link tables between the sygems.

Soecific questions:

| don't fed that it is necessary to regpond immediately to this, however it raises issues
which will need coordination between TGA/ICD (relaingto druginformation and
standards)

1. Doesthe Dgpatment/TGA have aview on these issues?

2. Areweprepared to consider usingthe FDA/NLM processtoprovidethe
internationa referencefor drug ingredients for Audrdia, or to havethis
contribute to existing processes?

3. Areweprepared to support the FDA/NLM process if this arises in internationd
forums such as ICH in July 2003.

4. Fromthedruginformation processes such asM ediConnect, are we prepared to
consider sourcing such information in government sponsoredto gperated drug
terminologes, product lists or databases?

Contact person a the FDA:

Randy Levin
LevinR@cder. fda.gov
301 8277756




Attachment C: HL7 Vocabulary Technical Committee

HL7 vocabulary TC has recommended that there should be vocabulary domain
standards in each realm/context (eg UK, USA Veterinary) which apply across hedth
domains eg. the same drug identifiers used in GP, Community, Specidist and

Hogita domains. From aHL7 perspectivethis affectstheprocess of vadidation or
conformanceto HL7 standards. Thiswill require consideration for action in Austraia
inrelation to existing version 2 standards.

HL7 is progressing with a structured approach to downloading HL7 maintained and
registered vocabul aries. A central terminology serviceis beingdeveloped both as a
physica repository (based on LDAP server modd) and a common API specification.

The US Government (in addition to other hedth standards development processes)
has established a cross Divisiona process cd led Consolidated Hedth Informatics
(CHI). This se¢ gandards directions for Government agencies and will act as an
influence on industry and opportunity for Government leadership without recourseto
regulation. Standards have aready been rel eased for messaging (HL7v2 and v3 to be
fasttracked). It should be noted that all the major US Government agendes are
active participantsin several HL7 standards areas.

HL7 Vocabulary Report

A paer presented on policy for identifying standard vocabularies and terminologies
for usein HL7 messages/domains. Clearly agreed that:

1. system communication requires semantic interoperability;

2. there should where possible be internationa standardisation on vocabul ary

3. redms havethe capacity to recommend standards for their ;

There was debate about whether there should be auniversd, preferred, recommended
vocabulary or aprocess to record the use case and reasons for selection and/or a
process for reporting on which rea ms are using particular options. On one hand this
could provide useful adviceto afiliates, members and industry, onthe other it could
alow the dominance of aparticular solution which may or may not be supported by a
due process.

1. HL7 Vocabulary Table Distribution

A paer (attachment B) has been presented which broadly dlows anyoneto
download HL7 V3 vocabularies (except those with require licences). This alows the
addition of local codes where these represent concepts which are not aready covered.
It is not dlowed to use HL7 codes to produce competing systems.

3. Centralised Terminology Services

Aimisto develop acommon API to access terminology content related to HL7
business. HL7 has aneed to have asystem for gorage and management of HL7
defined and regstered codesets. The CTSis aspecificiation

CTSis amed to provide the minima acceptable solution. Others may have more
complex requirements which this will support.



There are five components:

Runtime Brower
M essage API M essage runtime M essage browser
Vocabulary API M essage runtime Vocabulary browser
M goping/Translation Vocabulary M gpping

Therewill need to betools for entry of datainto HL7 maintained code tables.

Example functions:
Vdidate code
Vdidatetranslation
Translate code

Fill in details

List vaid codes
Etc

Thekey roleis to manageterminology for current use. Therewas alot of discussion
about theissue of previous coding sy stem versions. Agreed that the CT Sneeds to
alow for knowingthe dates when aparticular version was active eg.




