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RECOMMENDATIONS

That Health Ministe1s note the intention of the Austialian Council on Safety and Quahty
in Health Caie to

1 develop a set of core safety standards for health care facilities and ser vices for which

a)  theres evidence that demonstrates to an acceptable level of confidence that
farlure to meet a defined thieshold of performance will inc1ease the risk of
serious patient harm,

b) implementation may be mandatory or voluntary,
¢) achievement of 1s able to be verified,

d) adescription of stiucture o1 process, represents conditions under which
desired outcomes are hhelv to be achieved, and

e) adescription of outcomes, represents results that are known to be achievable
and can reasonably be expected to be achieved under acceptable conditions of
practice

2 develop an implementation strategy and mechamsms to support uptake and
compliance,

3 consult broadly within and bevond the health care sector during the progression of
this work, and

4 report to Health Ministers on progress with this initiative including any
recommendations regarding mandatory requirements

Core Standards fo1 Health Care Safery — Consultation Paper Page 1



1 INTRODUCTION

The Austiahan Council for Safety and Quality in Helth Cue (the Council) has identified sifety as
the leading edge of health care quality and 1s the maun focus for its activities Much discussion by
Council has focused on the potentinl utility of standards ot guidelines as tools to monitor and

improz e the safety of cate

Standards to improve the safety of care can be used across the health care system fiom standards
that 1elate to the roles of those who fund and purchase health cate services thiough to those who
duectly provide services  While Council 1s interested in the development of standuds in all these
ateas the topic of this paper 1s on standard setting at the organisationnl provider level that 1s
hospitals and other health care facilities rather than individual practitioners themselves

The paper first outlines some of the current standard setting and monitoring arringements in place
in health care and 1efers to approaches that have been adopted in other high risk high reliabilhity
industries The paper outlines 1 rationale for and proposes the development of core safety
standaids for use 1n the external assessment of health caie provider organisations

Council intends to use this paper as a starting point for bioad consultations on the development 1nd
processes for implementation of these core standards and to make recommendations to Health
Ministers regarding mandatory requirements

2 THE RATIONALE FOR CORE SAFETY STANDARDS IN HEALTH

There 15 little doubt that all stakeholders 1n the health care system accept the edict first, do no
harm  Consumers, providers and purchasers can all be assumed to be motivated by a desire to
provide safe high quality care

In 1ecent years interest in standard setting and monitoring for safety 1n health care has been
growing This 1s partly in response to well publicised incidents of 1atrogenic injury (examples
include the transmission of the AIDS virus betw een patients 1n a doctor s rooms, the administration
of the wrong drug , missed diagnosis of breast cancer) and partly due to the recognition that as
health care 1s becoming more complex, (with an ever increasing range of new life saving and hfe
enhancing treatments and procedures available) and as the population ages the nshs associated with
health caie are increasing

In this context there are increasing demands for assurances that a health care facility meets an
ncceptable level of safety See Attachment 1 for 1 summary of the expectations of accreditation

However many people who do understand the concept of accreditation believe almost certainly
mcortectly, that when they see that a facility has been accredited that 1t equates with 1n assurance
that health care 1s provided safely or that the service has implemented 1n acceptable quality
improvement system It 1s questionible whether the continuous quality impioyement focus of some
of the existing accreditation processes 1s well understood It 1s equally questionable w hether such
piocesses meet the legiimate expectations of health care consumets or the broader conununity that
henlth care systems ate meeting cceptable standuds of safety in health cue delivery

Core Standuards for Health Care Safcn — Consultauon Paper Puoe ?



This 1s not to devalue the contutbution that the accreditation movement has made to the Austialinn
health care system The cultuie of the health care industry our understanding of safety and quality
1ssues nd the community s expectations of the health care syvstem have all changed substantinlh
since health caie nccreditation first became avlable  The 11te of incidence cost and cause of
svstem farlutes have not been well 1ecognmised noi were techmques to imptove performance 1eadily
available  Accreditation of health care facilities has contitbuted 1 great deal to quahity pracuces and
system wide awareness of quality 1ssues in health caie

However the 1ssues raised above need to be addiessed if community confidence in the health
system 1s to be mamtained and if costs (both social and econonuc) of poor quality o1 unsafe care aie
to be contained Council believes the development and implementation of a set of cote safety
standaids would be a step 1n the 11ght direction for addressing these conceins

2 1 Standard setting in other high risk industries

We can, and should be doing better to 1dentify and manage rishs and systemuc failures in the health
care system There 1s much we can learn from industries such as aviation, nuning and road safety
and fiom human factors engineers and cognitive psychologists about how to shift to a system that
although nevitably high risk, has high reliability These industries haye made measurable
improvements 1n safety Health care needs to recognise that safety concerns are real, that the
system 1s prone to error and failure, and that we need to work to 1educe the risk n areas that are
mherently nisky

In industnies where there 1s a risk of harm to the public or to workers as a result of the activities of
those industries, there are usually strong regulatory mechanisms in place The use of mandatory
standards 1s common Compliance with those standards 1s usually assessed by bodies which are
independent of those which set the standards Both the standard setting and the comphance
assessment processes are usually transparent and open to public scrutiny Failure by a business or a
service to comply with the standards can lead to withdrawal of a licence to operate

As well as consulting within the health care industry Council intends consult more broadly to

detennine what lessons may be learned from approaches that have been taken mn other high risk
industries

3 STANDARD SETTING AND ASSESSMENT CURRENT ARRANGEMENTS

As mentioned abov e, existing approaches to accreditation have contiibuted substantially to the
achievements that have been made in 1improving the quality of health care services and to raising
1wareness of this most important of 1ssues

There 1s a wide and complex 1ange of legislatin e requements, standards and 1egulations w hich
govern the way health care 1s provided and which consequently have an impact on the safety of
health care Examples include building standards standards which relate to the environmental
conditions in which health care 1s delivered and standards about equipment that can be used and the
drugs that can be admimstered (Council 1s currently considering a project to scope existing
legislation and regulation with the purpose of identifying barriers to and opportunities for
improving safety that ate presented by the current regulatory regime)

Core Standards for Health Care Safety — Consultation Paper Page 3



The development of standards and the practice of 1ssessing hospitals and other health facilities
aganst these standards 1s genetnlly known ns  accreditation  and has been undert itken i Austialin
at least since the 1970s  Activity has increased consideiably in 1ecent yeus The most widely
Kknown health care accreditation agency in Austiaha 1s the Austialian Council on Healthcaie
Standards which 1s the myjor player in hospital accreditation  Other standard setting and
accreditation bodies in health care include Standards Austialia which has become mote active in the
area of hospital nccireditation 1n 1ecent years and the Quality Improvement Council Limited which
promotes develops and co ordmates national standards and accieditation particulaily in the primary
and community health care sectors In addition accreditation services exist for other arens 1n health
including general practice and specialist medical 1nd dingnostic serices

The most prevalent approach to accreditation in health care has been one of promoting and
supporting approiches to continuous quality improvement  This means emphasis has been on
participation education and support rather than insisting on compliance with standards  This
approach 1s consistent with what has generally been expected of health caie accreditation but the
question 1s whether this approach alone 1s sufficient to ensure that acceptable levels of safety in care
are being maintained

4 THE PROPOSAL FOR CORE SAFETY STANDARDS ISSUES FOR
CONSULTATION

The first step 1n progressing this work will be to consult broadly both within and outside the health
care industry The 1ssues outlined below are designed to stimulate further discussion and generate
suggestions for taking work forward on core safety standards

A set of core safety standards would address those elements of a health care services st uctur es or
processes that are considered critical to ensuring an acceptable level of patient safety Core safety
standards may also tncorporate outcone standards for specific clinical inters entions or functions

For the purpose of this paper, the tetm ‘standard’ 1s used to represent a quantitative or
qualitative description of structures, processes and/or outcomes 1n health care

e which 1s based on evidence that demonstrates to an acceptable level of confidence
that failure to meet a defined thieshold of performance will increase the rish of
serious patient harm,

¢ 1mplementation of which mav be mandatory or voluntary,
o the achievement of which 1s able to be verified,

¢ which, for a description of structure or process, rept esents conditions under which
desired outcomes are hikely to be achieved,

e which, for a description of outcomes, 1epresents results that are hknown to be
achievable and can reasonably be expected to be achieved under acceptable
conditions of practice

Cor¢ Standards for Health Care Safety — Consulianon Paper Page 4



A set of core safety standuds would establish 1 benchmuk agunst which suitability to continue
senvice provision could be assessed At a practical level dofimition of 1 set of core safety st indards
would be meaningless unless appropriate support for implementation and sanctions were 1\ lable
in the event of failure to complv

41 Inwhich priority areas should core safety standaids be developed?
Core safety standaids should be taigeted to areas wheie

* there s a recogmsed and significant health care safety problem (for example hospital acquied
nfection, falls medication management management of blood products)

e there 1s an established ev dence basis for a standard

o there are established, nsh adjusted outcome standards for health care inten entions (for
example, organ transplantation) and

* the consequences of failure to achieve the standard are serious either for individual patients or
the system as a whole

42 Who should develop core safety standards?

Standards development has been, to a large extent a cooperative industry effort with considerable
voluntary support from the professional colleges and other institutions and individuals

To ensure an appropriate evidence base and a clear hink with safety, the det elopment of core safety
standards should be led by professionals qualified and experienced in the evaluation of clinical
research, evidence based medicine and standards dev elopment The National Institute of Clinical
Studies or the National Health and Medical Research Council may be 1n a position to contribute to
this endear our

Standards development should be undertaken 1n close collaboration with health cate professionals,
and should reflect the complexity of health care and the needs of diverse stakeholders including
consumers

There may be a conflict of interest where the responsibility for de eloping standards 1s undertahen
by the same body which has responsibility for assessing comphance This could be particul 1ly so
w here there 1s increasing competition between providers of accreditation services The Council
1ecommends that there be a clear separation of these 10les

4 3 Who should bear the cost of standards development and assessment?

Costs of Standards Development

While all stakeholders have an interest in the effective development of coie safety standards the
obvious source of funding for this endeat our 1s government History suggests that contributions
from other stakeholders w1ll be difficult to obtain particularly in the dex elopmental phase, and the
legitimacy of requesting stakeholder contribution for the development of enforceable standards 1s
questionable
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Costs of Assessment

In some cicumstances the intioduction of 1 1equirement that hospitals achieve accreditation status
(for example by the Victorinn Department of Humnn Senices) has been 1ccompanied by the
provision of 1 grant to facilitate comphiance

Increasingly third party puichasers such as private health insurers are 1equiting providers to be
accredited  While there 1s usually no direct financial support provided 2 commeicial relationship
e\usts between the parites which presumably allows for the whole contractual costs including the
costs of accreditation

Introduction of a rigorous and transpatent system of assessment 1s likely to incrense duect costs
significantly

Outside health care there 1s significant precedent for

. safety standards development funded by government (for example occupationnl health and
safety standards)

. regulatory enforcement by government or by third parties acting on goernment s behalf
and funded by government and

U responsibility for costs of compliance resting with the subject of the regulation

This may be a suitable model for health care Ultimately purchasers of health care including
government should realise econonuic benefits from objective improvement in the safety of the
health care system

4 4 How and by whom should compliance with standards be assessed?

Surveyors/auditors and the organisations they represent will need to be professional independent
highly trained and motivated and capable of undertaking reliable, valid and 1eproducible
assessments of comphance

Compliance assessment should be structured to assure staheholders that compliance 1s continuous
Random audits combined with regular assessment should be considered

Monopoly of service provision is undesirable In most industries a range of organisations 1s
nccredited to undertahe similu surveys and audits 11 compliance with strict quditing standards A
stmilar maihet could be developed 1n health cate

45 How would comphiance be supported and assured?

In order to support the t1he up and implementation of core safety standnds mechanisms would
need to be in place to support those who have difficulty meeting the stainduds and to appropiiately
achnow ledge those who 1chieve them  This might involve education advice on how to change
processes ot stiuctutes peel support ind bringing the fulute to complh to the attention of
appiopiiate authoiities
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In terms of m1king complhiance mandatory the tension betw cen safety of and access to health carc
needs 1o be 1chnowledged  Austinlinn consumers and communitics phce 1 high valuc on both  If
senvices are unable to meet mandatory safety standuds and s 1 result then activitics are 1estiicted

o1 the services aie closed the ultimate outcome will be 1 1eduction in access  This 1s likelv to h1 ¢
ser1ous social and pohtical consequences particulatly for ruinl and 1emote communities

However 1t 1s generally held that sanctions must be applied where mimimum standuds of safety are
not met and that sanctions should be spelt out in regulation o1 via contiacts o1 agieements 1f change
1s to be achieved

These 1ssues will be further explored duiing consultation

4 6 Who should have access to information about comphance?

The public benefit will be well served by transparency of process and outcome The objectives of
reform can only be achieved 1f all stakeholders have access to information about comphance

5 CONCLUSIONS AND NEXT STEPS

Accreditation of health care services has made an 1mportant contribution to system wide
understanding of and commitment to health care quality improyement Histonically the aim of
accreditation was to stimulate quality assurance and continuous improvement efforts in the health
care system Its origins within the industry and 1ts comnutment to assessment by peers have been
important 1n gaining acceptance and cooperation from a range of stakeholders

A nising awareness of sigmificant safety 1ssues in the health care system has caused critical review
of the continuous quality improyement focus of accreditation, with many stakeholders 1dentifying
compliance w1th core safety standards as an essential component of a continuous improvement
process

Increasingly consumers and third parties are relying on the accreditation status of a health care
servicesas an mndicator of the safety and quality of the care provided by it Thus reliance 1s raising
questions about the validity of accreditation standards as indicators of safety and quality and the
nigour of the accreditation process in assessing compliance with those standards While existing
approaches to accreditation provide an nvaluable service to the health care mndustry, Council
believes these can be effectin ely complemented and underpinned by a set of core safety standards

The concept of core safety standards, with which universal comphance would be required has been
raised by the Council for consideration as a technique for addressing known serious deficiencies m
health care safety Whle this concept 1s likely to attract considerable support from consumers and
third party purchasers 1ts further development 1s not without risk  The potential impact on
consumeis and govermments of the imposition of sanctions consequent to health services failing to
meet core standaids 1s likely to be significant

If this concept 1s progiessed development of core safety standaids should be undertaken 1n a
ngorous, evidence based framework with a focus on high prionty safety 1ssues

The fuist step 1 progressing this work will be to consult broadly both within and outside the health
care sector
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APPENDIX 1
EXPECTATIONS OF ACCREDITATION

Consumers

There 1s an increasingly explicit recognition of the consumer as the central reference pomt for
assessing the adequacy of our health care safety systems

Although consumers often gain confidence fiom the fact that 1 hospital has accreditation status 1t 1s
not clear that consumers understand what this status confers

Accieditation status 1s variously interpieted as meaning

. that a service 1s safe
. that a service provides high quality care
o that a service has implemented an acceptable quality improvement system

“Consuineis aren’t utei ested in youi journey to quality They want safe

hospitals They don’t want to meet you at the beginning of youi journey ”
Consumer Adyocate

There 1s concern amongst those consumers who do have a better understanding of the meaning of
accieditation status that continuous quality improvement approaches to accreditation can ovetlook
the possible madequacy of the starting point from which improvement 1s being encouraged

Providers

Accreditation has been widely embraced by providers who may have a variety of objectives

. to access a management tool that will assist in education and the development of a quality
culture

. to access 1ndustry specific techniques for safetv and quality improvement

. to reassure the board management and health care piofessionals that their facility 1s

providing care of 1n acceptable standard of safety and/or quality

. to 1ssist with benchmarking peiformance
. to 1espond to 1equests demands or the imposition of financial incentives by purchasers
. to reassure then communities and consumers of the safety 1nd quality of their care
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Fundeirs / Purchasers

Funders and puichsers of health caie include governments consumers and thid parties such 1
pinate health isurers Accreditation 1s geneinlly sought as an assurance to then communitics of
interest (for example the geneial public o1 contiibutors to a private health fund) that the sen ice
that 1s being puichased on then behalf meets an acceptable standard of safety and quahity

With recognition of the likely direct relationship between bieaches of safety and incieased cost of
care funders and purchasets may incieasingly, seek firm assurances that safe cae 1s being
provided
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