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Editorial

A refereed journal needs a steady flow of contributions ...
the editor is most grateful to the authors who have
contributed such a variety of material in the first year of
this new journal format. The co-operation of a valued
team of referees, national secretariat and publisher has
been critical and much appreciated. To ensure that there
is a steady flow of articles on-stream throughout the year,
we need an active (not just token) editorial board
comprising representatives from each state branch who
will pursue articles, nominate appropriate referees, and
act as journal agents. Ergonomics Australia is a tangible
national product to inform and influence existing
members as well as to extend the boundaries of public
interest in ergonomics. If we really believe our discipline
is a fundamental design science for human-environmental
interaction we must reach beyond our own palace walls.
What will you contribute?

The call for papers on sport and leisure for this edition at
least produced one thought provoking article from NSW.
Is no-one else involved in this field across the length and
breadth of Australia? Perhaps the September edition is
still unopened on your desk? If everyone believes that
someone will do something, no-one ever does anything.
Thank goodness for the reliable stalwarts who regularly
do “do something”! The editor would be delighted to be
inundated with articles, reports of research and events,
responses to articles and controversial issues and offers of
supportive action by branch volunteers. Suggestions for
quarterly topic editions in 2003 would be most welcome.
For March edition 2003 it is hoped to publish an article
from each state branch, about developments in relation to
forensic ergonomics. This is a lively area of ergonomics
in an increasingly litigious society. Get those fingers and
little grey cells working after the stimulation of the
National Conference in Melbourne and the Festive Season
celebrations! Then email your contribution in good time
for distribution to the referees who will assess it and make
any relevant suggestions for improvement and fine tuning
for publication next March.

The National Occupational Health and Safety Commission
moved to Canberra many moons ago. A former senior
employee recently contacted NOHSC and was advised that
a visit could be arranged as long as a formal appointment
time was scheduled — NOHSC headquarters are not open
for the general public. Remember when communicating
with the public was part of the NOHSC paradigm and a
central library was open to all in business hours? This
isolation preceded world terrorist attacks and presumably
was intended to enhance the time available to the
bureaucrats for undisturbed data mining.

In New South Wales, WorkCover has decentralized
to Gosford on the central coast. It seems that top
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management personnel remain somewhere in Sydney;
official headquarters, the main switchboard and middle
management relocated to Gosford. Some lone individuals
remain in the old Sydney H/Q. Metropolitan team leaders
and their minions are based at satellite centres around the
Sydney basin. Since the move, a call to the WorkCover
switchboard has resulted in a recorded voice advising the
digit to press for available options such as product sales,
injury reports and compensation forms — but no digit or
time delay to be connected to a live operator to learn new
contact numbers for people! Failure to hit a digit meant
being disconnected. A redial and pressing any digit on
the off-chance, resulted in a digitized voice announcing
“all our operators are busy ... you are ... number ... 22 ...
in the queue”. This caller disconnected. Old campaigners
eventually can trace people via established personal
telephone or cyberspace networks — but the digital
switchboard is unhelpful to “outsiders”, and possibly even
for dislocated “insiders”, whether professionals or
members of the general public.

Are numbers the key to the universe? Have we decided
that science depends on quantitative data and we should
suppress the qualitative aspects of our intuition and
experience? Some thoughts on this topic are used to
open a discussion in this edition’s Forum ... hopefully
someone out there is alive, reading and reacting ... the
discussion about a possible name change for ESA died
without further fleeting breath! Does anyone care about
human complexity as a key aspect of human factors in
the ergonomics equation?

At the start of the new millennium is there a ground
swell of change for change sake? Does somebody hope
to write a research paper that quantifies binary outcomes
in statistical terms ... without addressing the flow-on
complexity of outcomes for individuals, families and
organizations? Are the boffins finally seeking palace
isolation like the last of the Chinese emperors? In today’s
brave new world isolation will not provide protection
from terrorists but it may alienate friends. Perhaps the
message is slowly beginning to penetrate that safety can
never be 100% guaranteed in any setting. Risk is a part
of life.

Geographical isolation is gradually being overcome by
the Internet which is rapidly changing the possibilities

for networking with global colleagues. The recent month
long CybErg Conference gave value in providing
opportunities for sharing knowledge, understanding and
new collegiate friendships. It will enhance future flesh
meetings for those who participated as well as extending
the available information network. Check a brief
overview of this event in Reports. Australians are well
represented on the international scene when one considers



how few actually get involved in organizational
participation — but that is probably true even in the larger
ergonomics societies around the world. Margaret Bullock
is one such Australian who has recently been honoured

in USA for her years of dedicated work on behalf of
ergonomics, as reported in this edition.

Season’s Greetings to everyone and all best wishes for
2003.

Shann Gibbs PhD
Editor

COMPUTER GENDER

An English teacher was explaining to his students the
concept of gender association in the English language. He
noted how hurricanes at one time were given only female
names, and how ships and planes were usually referred to
as "she.” One of the students raised her hand and asked,
"What gender is a computer?”

The teacher wasn't certain. So he divided the class into
two groups: males in one, females in the other, and asked
them to decide if a computer should be masculine or
feminine. Both groups were asked to give four reasons for
their recommendations.

The group of women concluded that computers should be
referred to as masculine because:

1. In order to get their attention, you have to turn them
on.

2. They have a lot of data but are still clueless.

3. They are supposed to help you solve your problems,
but half the time, they ARE the problem.

4. As soon as you commit to one, you realize that, if you
had waited a little longer, you could have had a better
model.

The men, on the other hand, decided that computers
should definitely be referred to as feminine because:

1. No one but their creator understands their internal
logic.
2. The native language they use to communicate with

other computers is incomprehensible to everyone else.

3. Even your smallest mistakes are stored in long-term
memory for later retrieval.

4. As soon as you make a commitment to one, you find
yourself spending half your pay cheque on accessories
for it.

[Ed:] Just try to quantify the above qualitative data!

ERGONOMICS AUSTRALIA

Letters

On behalf of Ergonomics Society of Korea, I cordially
invite all the ESA members to participate in the XVth
International Ergonomics Association Triennial Congress
(IEA 2003 Seoul Congress) to be held in Seoul, Korea from
the 24th to 29th of August, 2003, which is hosted by
Ergonomics Society of Korea in cooperation with
International Ergonomics Association.

The theme of the IEA 2003 Seoul Congress is “Ergonomics
in the Digital Age”, and proposals for paper presentations,
panel sessions, international symposia sessions,
demonstrations, and poster sessions are welcomed.

We expect about 1500 participants thanks to close
cooperation and great support from the neighboring IEA
affiliated societies such as China, Japan, and Taiwan as
well as from those in the western part of the world, which
will make this occasion by far the biggest ergonomics
conference ever held.

I believe, therefore, that this will be an excellent
opportunity for your organization with leaders of both the
East and the West in the field of ergonomics. For further
information, please don’t hesitate to contact us.

We look forward to your active support and participation.
Best Regards,
Jenny Kim

Convention Manager
IEA 2003 Seoul Congress Secretariat
IEA 2003 Secretariat

Address: Hallym Bldg, 3rd Fl. (ICEM) #907-13 Daechi-dong,

Gangnam-gu, Seoul, 135-841, Korea
Tel: +822-552-8350

Fax: +822-552-8325

E-mail: info@iea2003.org

Website: http://www.iea2003.org
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President’s Column

We are fortunate in the ESA to have so many members
who have volunteered their time and effort to fulfil a
wide range of responsibilities both within the Society,
and also represent the ESA on a range of international,
government, research and standards development and
promotional initiatives. Without these dedicated
volunteers the Society is a name only without any
substance. The on-going challenge is for these volunteers
to balance their efforts with the other demands of their
life and to spark interest and energy in others, so that
they can eventually share the load for the progress of
a dynamic and professional Society.

I have just compiled my report for the AGM and the 2002
Annual Report. This has given me the opportunity to step
through some of the activities and milestones of 2002 for
the Society. When put together there is rich, dynamic
activity occurring. It is not always the sort of activity
that all are aware of, but it is always done to enhance the
Society and its aims. I do not wish here to repeat what I
have written in my President’s report as you will be able
to read it in the annual report or at the AGM. But when
you do, please reflect on the fact that it has taken the
time and effort of other Members behind each and every
activity that occurs in the name of the ESA.

By the time you peruse this, the 2002 ESA conference will
be over. The 2002 ESA national conference in Melbourne
is a milestone. HF 2002 is the culmination of many years
of encouragement to develop a closer professional
relationship between the ESA and CHISIG. The ESA Board
considers the contribution of computer-human interaction
(and “useability” more generally), essential to the
ergonomics/human factors profession. Furthermore, the
contribution of professionals from CHI backgrounds to the
Society, through direct participation, through its interest
group CHISIG, or through influencing positions on Branch
committees or the Board, can only enrich the fabric of the
overall Society.

Over the current ESA executive’s term, CHISIG has
enjoyed closer administrative links to the Society along
with the obvious administrative conveniences and
financial advantages to CHISIG that this entails.

Stephen Hehir, Greg Ralph and their team have been
working hard for more than a year to bring together the
ESA annual conference and OZCHI and to ensure that this
conference is a success and provides a true meeting place
of ideas and people. It hasn’t been an easy road for this
group of people. They have a lot of responsibility and are
always juggling the opinions of others when coming up
with a “product” that attempts to satisfy the majority. In
doing so, they make decisions that not all members agree
with and therefore encounter criticism. Despite this, at the
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end of the day, I believe all their tremendous efforts will
pull together a terrific event. I am sure that there will be
a report in the next edition of EA about the conference.

This brings me to 2003. The Board has decided to
conduct a smaller scale conference in 2003 in an effort
to avoid unintended competition with the triennial [EA
Congress hosted by Seoul in August. [ would encourage
all members to consider attending Seoul. The 2003 ESA
conference will be run back to back with the annual
OZCHI conference in Brisbane. Robin Burgess-Limerick
is co-ordinating this event which is likely to emphasise
a workshop approach and will be held at the University
of Queensland.

This is the end of the 2 year term of the current
Queensland based executive. I would like to thank once
again my other team members. Roxanne Egeskov and
Margaret Cook have spent innumerable hours devoted to
the ESA over the last two years. I couldn’t have pulled
together a better team. We welcome the new in-coming
ACT-based national executive team of Margaret Head,
Jenny Kerr and Les Hogg and wish them all the best for
the next two years. Please support them in their efforts.

Jim Carmichael

President

Ergonomics Society of Australia Inc.
November 2002



IEA Column

AWARD TO MARGARET BULLOCK:
"DISTINGUISHED INTERNATIONAL
COLLEAGUE’

By the USA’s Human Factors and Ergonomics Society
at their 2002 Conference.

Margaret Bullock recently received an award from the
HFES which honoured her as their Distinguished
International Colleague for 2002.

This award recognises the major contributions made
by Margaret to ergonomics over many years, and in
particular, her international achievements in various
activities in the area of quality assurance, on behalf
of the IEA.

Margaret’s international contributions include activities
such as the following:

e Chairing [EA Committee and working parties to outline
a series of Guidelines for IEA dissemination to and
application by Ergonomics Societies throughout the
world

These have covered such topics as:

- Minimum criteria for certification of the ergonomist
- Criteria for endorsing certification bodies

- Competency standards for the practising ergonomist
- Code of professional behaviour

- Accreditation guidelines for educational programs
at tertiary level

e Being keynote or invited speaker at national and
international ergonomics congresses in many countries
throughout the world.

e Organising international symposia in Palermo Sicily,
Tampere Finland, Rio Brazil, and Toronto Canada for
discussion of issues relating to mechanisms of quality
assurance.

e Organising ergonomics educational symposia to support
and assist persons interested in ergonomics in
industrially developing countries.

e Organising the review of the Directory of Educational
Programs offered throughout the world.

During her career, Margaret has received many awards,
in recognition of her contributions to either or both
physiotherapy and ergonomics. In addition to the Order
of Australia (AM), and in specific relation to ergonomics,
she has received a number of Excellence awards and
medals, and has been honoured by being awarded the

ERGONOMICS AUSTRALIA

status of Fellow of the ESA, Fellow of the IEA and Fellow
of the Australian Academy of Technological Sciences and
Engineering. Additional recognition is shown by the
following:

1993 Sodalem honoris causa Honorary Associate,

Czech Medical
Association

1993 Excellence Award Ergonomics Society

of Australia (Q'ld).

For outstanding
contribution to
ergonomics.

1995 Honoured Member Award. Australian
Physiotherapy
Association

1995 President's Medal. Ergonomics Society

of Australia.

FUTURE IEA AWARDS

The IEA is inviting ESA nominations for the IEA Triennial
Awards to be presented at the Seoul Congress to be held
24-29 August 2003. In addition the IEA is inviting
nominations for the 2003 Fellow Awards that will also

be presented at the Congress along with the 2001 and
2002 Fellows.

There are four Triennial Awards to be selected from
nominations submitted by IEA affiliated societies:

. IEA Distinguished Service Award
2. IEA Outstanding Educators Award
3. IEA Award for Promotion of Ergonomics in
Industrially Developing Countries
4. IEA Ergonomics Development Award

Whereas the Triennial Awards are presented to the most
deserving individual in the category, the IEA Fellowship is
presented to all candidates that merit recognition of their
extraordinary or sustained, superior accomplishments.

All nominations must be submitted electronically to Ian
Noy (noyi@tc.gc.ca) before 31 March 2003 using the form
sent to the Secretariat ESA. Other documents such as
supporting letters and CV should be attached as separate
documents. All nominations received by 15 March 2003
will be reviewed by the Awards Committee.

For further information, please consult the IEA Rules and
the IEA website (www.iea.cc). If you require additional
information please do not hesitate to contact Ian Noy
directly as the email address above.

Y Ian Noy PhD, P Eng, CPE
Past President IEA
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IEA K.U. SMITH STUDENT AWARD

Unfortunately the deadline for submission (4 November)
will have passed by the time this journal is distributed but
lecturers may like to take note for action in future years.

The IEA K.U. Smith Student Award was launched in 1997
through an agreement with the St. Paul Foundation, which
provides overall management of the Fund. The award
provides a tangible means by which the IEA can
encourage the development of the discipline, foster
scholarship and recognize worthy achievements. The
purpose of the award is to honour a deserving student
responsible for an application of or contribution to
ergonomics.

The award consists of a cash amount of US $ 3,000.

Any student enrolled in an accredited post-secondary
institution (college, university, technical or vocational
school) is eligible to apply for the award. All areas of
ergonomics are eligible for consideration. Examples of
applicable projects include an applied ergonomics project,
a human performance study or analysis, a design project
or product, a research project undertaken in the laboratory
or field, or a theoretical/conceptual contribution to
ergonomics. This study endeavour should be documented
in a paper submitted to the IEA Congress.

The next award will be presented during the IEA 2003
XVth Triennial Congress, scheduled to convene August 24,
2003, in Seoul, Korea.
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Reports
1. CYBERG 2002 CONFERENCE

There were 113 registered participants from 23 countries
including Chile, Iran, South Africa, Latvia, Sweden, US,
UK, NZ, Japan, Malaysia and of course Australia. There
were 11 participants from Australia, many of whom were
fairly active at the conference (Shann Gibbs, Leon Straker
and Darren Joubert jump to mind as the active
participants). This constitutes approximately 10% of

the participants. This figure is down from the 17% of
participants in 1999 and the 25% of participants in 1996
who were from Australia, both times when Leon Straker
was Chair of the conference.

This should not necessarily be seen as a decrease in
participation from Australia, but rather an increase in
interest and participation from other parts of the world,
especially Africa and South East Asia in 2002. Also,
approximately 18% of the papers presented at
CybErg’2002 were from Australia. This implies that the
Australian contingent tended to have more than one
paper at the conference (Leon Straker had 5 papers!).

It is also worthwhile mentioning that the Best Paper
Award went to Leon Straker and Andrea Roelofs for their
paper entitled "The experience of musculoskeletal
discomfort amongst bank tellers who just sit, just stand, or
sit and stand at work”. This paper will appear in a special
edition of the IDC journal 'Ergonomics SA’. And of course,
let’s not forget that Shann Gibbs was awarded the Silver
Medal in the Best Contributor category. Please could you
mention that a selection of the best papers will be
appearing in the IDC journal, ’Ergonomics SA’, as well as
the International Journal of Industrial Ergonomics? Also,
that all papers and symposia sessions went through a
thorough review process. The full CD-Rom proceedings are
still for sale and if anyone would like a copy they should
contact me at this email address:

thatchera@umthombo.wits.ac.za.

After a short break we will get stuck into planning
CybErg’2005. I have personally learnt a great deal from
the experience and wish to put that experience to the test.

Andrew Thatcher
General Chair CybErg ‘2002



Editor’s additional comments:

1. It should be noted that “Ergonomics SA” means
“Ergonomics South Africa”. Three geographical locations
across the southern hemisphere refer to themselves as SA
... South Africa, South America and South Australia ...
never use the abbreviation as a postal address as recent
delays in correspondence can attest!

2. IDC refers to Industrially Developing Countries in this
context NOT Industrially Developed Countries ... this
caused a little confusion for some CybErg participants
where the terms IDC and IAC were acronyms with [IAC
referring to Industrially Advanced Countries.

3. It was interesting to realise during CybErg that South
Africa regards itself as an IDC although many would have
considered South Africa as being a wealthy industrialised
nation. CybErg South African participants seemed largely
concerned with problems relating to the new political
reality that was concerned with the vast problems
associated with “black” African development.

4. Two key areas of concern emerged in relation to
philosophical issues as distinct from the standard
musculo-skeletal concerns of physical ergonomists:

a) the need to determine a new paradigm for
understanding individual capacity that was not
restrictively aged-based — highlighted by several
American participants; and

b) the need to recognise the complexity of differing
problems facing ergonomists in the industrially developing
countries in ways that challenge thinking about places
such as Japan, South America, Asia and South Africa.
Does Australia really rate as a developed or developing
country? Just try thinking about the quantitative
measuring rods and it will make for some disturbing
insights.

Use of colour descriptions can be politically sensitive

... on North American flights one does not ask for black
or while coffee as in Australia, but coffee with or without
cream. A extract of a letter from an aborigine was sent to
a friend saying “— when I was born I was black ... when I
grow up I black ... when I go in the sun I black ... when I
get sick I black ... when I get scared I black ... when I get
cold I black ... when I die I black ...but you white fellas
when you born you pink ... when you grow up you white
... when you go in the sun you red ... when you get sick
you green ...when you get scared you yellow... when you
get cold you blue ... when you die you purple, and you
call me coloured!”

The present age can seem obsessed with avoiding various
‘discriminatory’ terms but what makes ordinary words so
emotive that we seek euphemisms that fail to alter the
meaning? Old person or senior refers to the same 60+
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cohort in western societies. Neither word conveys the
considerable complexity of individual performance detail!
Interesting that normal life expectancy was 45 years in
a Derbyshire village, Eyam UK in 1665 where the Great
Plague decimated children and young adults (276 adults
and children from 76 families died— more than 3/4 of
population) ... theory being that people who survived
childhood infections, lead mining and childbirth, had
developed strong immune systems ... a nice example of
qualitative insight from quantitative data available in
the records viewed by the editor during a visit in 1998!

CybErg offered a great opportunity to be open to new
ideas and have time to think about responses to the
discussion. It also helped explore networks of interest in
theory and application of ergonomics in a more leisurely
fashion than is possible at land-based conferences. Not
everyone has access to this technology as yet but neither
is everyone able to afford to travel to meetings-in-the-
flesh. It is an exciting option that will become easier to
attend and to negotiate as we all gain experience with
this technology.

2. ACCS FORUM ON RE-USE
OF INVASIVE MEDICAL DEVICES

BACKGROUND

In November 1995 the Australian Contamination Control
Society (ACCS) held a one-day Symposium on current
attitudes and future directions in relation to the reuse of
invasive medical devices labelled as single use. At the
time, there was a general policy of no reuse although the
Australian Therapeutic Goods Administration (TGA) noted
in its Draft Policy in May 1994 that while it did not
support reuse of single use devices it recognised that this
was happening in many hospitals across Australia. The
topic had long been complex and controversial as it
involved medical technology, health system funding
priorities, patient safety and informed consent, regulatory
and auditing mechanisms and political ethics at many
levels of federal, state and local involvement. At that
time it was evident that hospital authorities were
becoming increasingly aware of the need to establish
formal protocols for any activity in this area of health
provision — not least because of implications for
staff/hospital indemnity in the event of litigation in an
increasingly litigious society that no longer entertained
a benefit of Crown Immunity.

On 25 October 2002 the ACCS held a one-day Forum at
the AstraZeneca Conference Centre in Sydney to update
awareness of developments for the re-use of single use
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medical devices. Of particular concern was the reuse of
electro-physiology catheters. As President of ACCS and
convenor of the 2002 Forum the writer soon appreciated
that the matter was far from resolved. She had visited
Bob Tribe of the GMP Audit & Licensing Section at the
TGA headquarters while in Canberra in September 2001,
to canvas the possibility of conducting an update on
developments since the original symposium. While this
was considered appropriate, the matter was said to be the
subject of current industry dialogue and it would be
preferable to conduct any update in early 2002. In spite
of numerous phone calls in subsequent months the matter
was continually stalled for a later time. When the
committee agreed to proceed regardless of further delay
it was learned that the Health Ministers’ Meeting in
November 2001 had approved legislation on this topic.
The legislation had been processed in February 2002 and
given Royal Assent in March 2002 with Regulations to be
prepared as soon as possible. The writer later located the
Draft Regulations issued on 27 July 2002 via the TGA
website — they came into force on 4 October 2002 with
The biggest
problem seems to be that so few health personnel check
the TGA website. Reuse has not been banned, but the
conditions under which it will be permitted are extremely

comment invited before 31 October 2002.

onerous and expensive. At first glance this does not
appear to be unreasonable from a safety perspective since
the FDA (USA) has chosen this route. The issue is still
open in Canada €& Europe.

FORUM

The following people presented at the ACCS Forum
“Difficulties associated with the re-use of single use
invasive medical devices” at the AstraZeneca Conference
Centre on Friday 25 October 2002:

Speaker

A/P Joe Smolich, Monash Uni / Medical Centre
Centre for Heart €& Chest Research

Prof David Ross, Sydney Uni / Westmead Hospital,
Director Cardiology Unit

Dr Paul Priscott, Microbiologist AMS Laboratories, Sydney
Andrew Lattimore, GMP Auditor, TGA, ACT

Jeremy Pigott, Regulatory Affairs Manager
Steritech Limited, Sydney

Sandy Berenger, Infection Prevention & Control
Consultant, Hunter Health, NSW

Penny Adams, Manager Scientific & Regulatory Affairs,
MIAA, Sydney

Dr Bruce Cornell, Director of Research
Ambri Limited, Sydney
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Perhaps the most significant aspect of this Forum was

the realization that so few people in the hospital system
were aware of recent formal developments in relation to
medical devices. This applied in spite of the information
on the TGA website that a Medical Device Harmonization
Working Party has been meeting since 1998 to provide
advice to the TGA on matters relating to the
harmonization of Australian medical device regulatory
requirements. It is difficult to avoid the impression that
developments had been conceived at an official level that
was disassociated from the majority of health practitioners
who were users of the medical devices under
consideration. Any information that seeped through to
selected users appears to have been arbitrary and partially
informed while relying on fear of risk consequences rather
than available performance data.

Additionally it became evident that highly selective
material had been made available to those people involved
in any decision making relating to the legislation and
regulations. The TGA and Industry representatives at the
Forum apparently were unaware of the Australian Health
Ministers’ Advisory Council (AHMAC) Report that had
been delivered to, and apparently filed in, TGA archives.
This document was the outcome of a working party
steered by Dr Heather Wellington under the auspices of
the Victorian Department of Health Services and funded
by the National Health and Medical Research Council
(NH&MRC). A copy of this document belonging to one
of the speakers, who had been a member of the
committee, was available for viewing at the Forum. It
raises doubts about the data that was used to underpin
subsequent decisions. It appears that the report may
have been shelved from lack of concerted interest until
someone recognised a possible source of audit income.

Topic
Potential infectious disease issues related to reuse of
electrophysiology catheters.

A cardiologist’s view of the issues.

Theory of microbial / viral infection control.
TGA’s proposed position on reuse of medical devices.

Aspects of cleaning medical devices.
Update on hospital practice since 1995
The Australian Medical Industry position on the re-use

of single-use devices.

Crystal Ball: Nanotechnology for future testing?



From that position it would be a simple step to fall in
behind the latest advice from USA without objective
analysis of the options.

Overall it raised significant concerns about the scope and
direction of ethical and practical considerations in future
management of a viable paradigm for auditing the use of
medical devices. It is evident that a generic umbrella
covering all medical devices is unrealistic, unmanageable
and counter-productive to good health industry systems
management.

MEDICAL DEVICES

Dr Shirley Bolis who was coordinating the TGA
community consultation process indicated that a
representative of TGA would be unable to address the
Forum on the subject of Definition of Medical Devices
and Implications of the Legislation and Regulations as
requested; her alternative topic was accepted. While
disappointing, this attitude was not surprising given that
the department was still deciding how it would cope and
the draft did not provide a definition per se, even in the
Dictionary provided from page 106-113 ... although many
words were used to detail what, in general, will be
covered by the regulations.

Schedule 1 set out Essential principles. The document
proceeds in a prose style that will restrict the time
available for health personnel to perform their duties if
they ever attempt to read and interpret it. From the
writer’s long practical experience in the health industry —
as well as extensive doctoral research field visits across
seven countries — the majority of people in any discipline
refer to Standards, Guidelines Regulations and Legislation
on the basis of what someone tells them rather than what
they have actually read. It is reasonably predictable that
the present Regulations may be studied by administrative
staff that will in turn provide a plain English version of
future activity for specific items used in the facilities
under their control. It is equally predictable that various
groups will attempt to influence the commercial
opportunities arising from these issues by canvassing
their preferred interpretation of patient and organizational
safety. The outcome may well be unexpected in terms
of public dissatisfaction and political fall-out — quite
apart from the hospital debates when the information

is finally disseminated.

The term medical device covers a wide range of materials
and products and there is considerable variation in hazard
potential and efficacy of sterilization and cleaning
procedures. Each one requires a properly conducted

risk assessment and management plan for contamination
control. The ACCS forum focussed on invasive medical
devices that are labelled single use but have long been
subject to re-use — admittedly on the basis of manageable
costs within known cleanliness methodology.
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ELECTROPHYSIOLOGY CARDIAC CATHETERS

The focus of concern in 1995 and again in 2002 related
to implications of any arbitrary decision about reuse of
electrophysiology cardiac catheters. These devices are
widely used in Australian hospitals that incorporate a
Cardiology Department and consume a large part of a
hospital budget. Heart Disease is a major cause of
hospitalization in this country and testing, diagnosis and
treatment already consume a large part of the available
health budget that is already being squeezed to
accommodate the demands made upon it. No-one would
suggest that safety of patients should be compromised
by inadequate procedures for ensuring the safety of all
concerned.

After a wealth of information had been provided by
the various speakers the Forum recognised a number
of crucial factors:

Manufacture

1. The catheters are not manufactured in Australia.

2. The imported items do not provide explicit detail
about the materials used or substituted.

3. Information about the precise material components has
seldom been advised when questioned by users — on
the grounds of necessary commercial competitive
product security.

4. The above reasons alone make it difficult to determine
the exact original condition of the item.

5. The limitations of primary data make it difficult to
specify conditions for re-manufacturing / re-
processing to original state — irrespective of who
does it.

6. There does not seem to be any requirement to return
these items to the original manufacturer (off-shore)
as this would be impractical and unduly expensive.

7. A local facility for re-processing would require clearly
defined standards for the activity — and this is yet to
be formally determined for either hospitals or
commercial entities.

6. Research data are available in relation to potential
infectious disease issues.

7. Available research does not indicate a high incidence
of failure in infection control when these devices have
been re-processed for re-use in any country.
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Re-use parameters

1. Clear parameters must be established for the re-
processing of items originally designated single-use.

2. Standards of workroom environmental conditions
must be established to meet existing known classes
of clean space standards for various levels of
contamination control in any facility that undertakes
to re-process these devices.

3. Cleaning and re-processing protocols must be
established to give a clear indication of acceptable
and unacceptable standards for re-use of such items.

Implications for re-processing

Given a set of established workplace requirements and
protocols it becomes immaterial whether the work is
conducted in a suitable hospital facility or by an external
commercial re-processor. Decisions should be made on
the basis of advantages/disadvantages of time delay from
theatre to workshop and overall cost given that the actual
facility must conform to prescribed criteria.

IMPLICATIONS FOR COMPLIANCE AUDITS

1. Auditors must have practical as well as theoretical
knowledge of the products and the means of testing
for compliance and prescription for any corrective
action necessary.

2. A large number of auditors will be required to
provide more than token inspectorate capability.

3. A new federal / state budget allocation will be
necessary to:

a) fund salaries for auditors;

b) fund the nominated fee scale for audit purposes that
will be built into the cost regardless of whether the
work is carried out by hospital staff or an external
commercial enterprise.

IMPLICATIONS FOR HEALTH SYSTEMS

1. Re-processing

For most of their history, health systems have enjoyed
Crown Immunity, a situation that was fiercely protected
until the late twentieth century when industrial reality
overcame professional pride. In those earlier times a
fierce territorial independence existed between federal and
state health authorities. While federal agencies held sway
over commercial enterprises and federal health providers
(such as Veterans’ Affairs hospitals, they could only enter
state hospital facilities by invitation.) That began to
change in the mid-nineties with the general shift from a
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plethora of workplace acts and regulations to an over-
riding concern for Occupational Health and Safety
legislation. While agencies such as the TGA could now
offer Good Manufacturing Practice (GMP) inspections to
state hospitals as well as commercial operations (for
example oncology pharmacy units), this was seldom
adopted for the simple reason that the user-pays system
placed the service beyond the existing scope of

hospital budgets.

There is every indication that current health funding
would be insufficient to meet the proposed scale of fees
for TGA licensing and auditing of re-processing facilities
(details available on web site).

2. Dismissal of re-processing

The introduction of compulsory single use for these
devices would have a significant impact on the provision
of cardiac services:

1. The cost could not be accommodated within existing
health funding parameters.

2. A discriminatory policy would eventuate to limit those
patients having access to these forms of testing,
diagnosis and treatment via the public hospital system.

3. The cost to private hospitals would soon exceed the
private health funds capacity to cover the procedures.

4. The ethical considerations implicit in withholding
established medical technology would soon create a
community outcry and severely embarrass whatever
government happened to be in power at the time.

A WAY FORWARD

The first step is to recognise that this is not a simple
bivalent problem to be solved by an either-or solution.
It cannot be a case of no re-use of medical catheters or
indiscriminate re-use of medical catheters. It is a classic
example of complexity and chaos theory in which any
move will have a ripple of implications that need to be
evaluated in the existing transitional state to determine
the best options for nudging developments to a
satisfactory outcome for all participants. This amounts
to a proper “what if” analysis of any action.

This does not mean a vast expenditure on consultants’
fees to determine the necessary parameters of the future
health landscape in relation to medical devices. It is
worth noting in passing that apparently after the FDA in
USA had imposed a ban on re-use of dialysis catheters,
reality soon set in and evidence was gathered to show
that re-use was not an unacceptable risk in controlled
circumstances. The matter was quickly resolved by the
FDA insisting on the removal of the single use label on
new product.



