





Toolkit for accreditation programs

Foreword:
THE WORLD BANK

Modernizing and improving health systems lies at the heart of efforts by the international development
community to help poor countries reach their 2015 Millennium Development Goals (MDGs)—with their
promise of vastly improved human and economic welfare. Despite broad agreement on the urgency of such
an overhaul, the practical difficulties involved in grappling with the complex and multi-disciplinary nature
of health systems, and resolving widespread concerns about their quality, cannot be underestimated.

It is widely recognized that good governance is required in the health care sector. The general public,
organizations of patients and disabled persons, and third party payers want to have more objective
assessments of health service quality. Countries have taken different approaches to maintaining quality
and improving standards. In some countries, professional organizations and provider associations try to
exercise quality control over members to improve standards for care, often without input from government
or society. In other countries, the state exercises rigid control over the health sector, leaving almost no
scope for professional judgment — resulting in defensive medicine and unnecessary referrals to higher
levels of care. The challenge is to balance the roles of health professionals, government policymakers,
members of the public, and other stakeholders in enhancing the quality of, and setting the standards for,
the health sector.

Accreditation is therefore an important contribution to this process. It is proposed as an objective method
to verify the status of health service providers and their compliance with accepted standards. This Toolkit
for Accreditation Programs is timely. It provides guidance for government officials, health services
providers, and technical staff of donor and aid organizations on how to develop, maintain, and improve
external assessment systems over time. The Toolkit reviews international experience and brings together
useful sources on options for establishing or upgrading an accreditation system for health services
providers.

As standards and quality of health care evolve, and experience with accreditation systems develop,
so should this Toolkit. Therefore, users are encouraged to provide regular feedback to ISQua, The
International Society for Quality in Health Care, which has endorsed the Toolkit, in order that it be
adapted over time to meet changing needs.

Jacques F. Baudouy
Director

Health, Nutrition and Population Network
World Bank, Washington, D.C.

THE WORLD BANK
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Foreword:
THE WORLD HEALTH ORGANIZATION

Less than a decade ago, accreditation was still waiting to be included in the agendas of many countries
and health institutions. Now, in every region of the world there are established accreditation bodies and
agencies. Some experience has been built on how to implement accreditation and on how to improve the
quality of the services, knowledge and products that are provided to the population. This experience is
primarily framed in developed economies.

During the last decade, the health care systems in many countries were reformed with respect to
organization and forms of administration. From having been a system based on ‘trust’ in the professions,
health systems are now closer to other types of organizations, services and industries, including private
industry. Appropriate ‘standards’ of care have become an issue not only for local managers and political
bodies, but also for patients, who are increasingly referred to as ‘consumers’.

If we look at the map of accreditation adoption, it appears that countries with developed economies were
the beginners during the fifties until the nineties. And if we look at speed this adoption happened, it is
possible to recognize a slow beginning along the first three decades with a very small number of countries
adopting the innovation Only in the nineties, a significant increase of countries adopting accreditation
operations begins to change the curve (Fig. 1). In 2002, accreditation systems were clearly identified in
over 39 countries which means that there is huge work to be done in order to promote similar commitment
in countries where there is not yet an accreditation system in place.

The toolkit for accreditation programs provides a broad audience of health managers, researchers, decision
makers, health professionals in general, with the very concrete resources needed to build an accreditation
system. As it is a process that should be designed according to each country’s profile of requirements

and expectations, the tools are based in the presentation of experiences and lessons learned. During the
building stage of a national system of accreditation, each country has experienced different ways to bring
together a diversity of players, interest and political approaches. This diversity is reflected in the way the
tools are presented in this book, not as rigid guidelines but as good practices to be discussed and improved
in every new utilization.

The next stage in the adoption of accreditation practices is going to be of greater expansion. Many
countries are interested in providing better health services to their population. In this sense, the contents
of this Toolkit are the appropriate ones for the process of building an accreditation system. First, the
definition of the purpose of an accreditation policy and which are the best types of institutions for the
achievement of this purpose. Decision makers and practitioners, will later face the difficult task of
selecting the agency composition, financing and social participation models. Again, the Toolkit will be a
source and a critical mirror on where to compare the choices adopted by a country. The toolkit covers the
concrete way an agency works, its staffing and the interaction with health system stakeholders. The Toolkit
provides, in this sense, a mature discussion about the knowledge needed to define the agency structure;
how to develop the accreditation standards; how to train the staff and pilot testing its progress. Finally, to
assure the stability of the accreditation system, the Toolkit offers orientation on the costs of the services
the agency provides, and experience on the types of financial arrangements with participating institutions.

During the next decade, a greater increase in the establishment of national health accreditation systems is
expected. This Toolkit arrives precisely when it is needed and will be a significant contribution for both the
already ‘experienced’ systems and also for the ones that are joining the challenge of improving the quality
every day. The Toolkit is a relevant contribution of the International Society for Quality in Healthcare and
the World Bank. The WHO has been a permanent partner in the promotion of accreditation systems, and
with this Toolkit for Accreditation Programs, our activities will benefit.

Mr Orvill Adams
Director

Department of Human Resources for Health (EIP/HRH)
World Health Organization, Geneva
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Introduction

During the past ten years there has been rapid growth, worldwide, in the establishment of national and
regional accreditation programs for health services. These programs have tended increasingly to be initiated
by government, rather than the medical profession.

A clear need has been felt for a straightforward tool for implementing health service accreditation within
a nation state or health care organisation: an aid for accreditation providers which would also meet the
requirements of funding agencies such as the World Bank, intergovernmental organizations such as WHO,
and individual countries considering the development of a national program.

The experience of the last decade shows that accreditation has been a valuable technology for quality
improvement in many settings. But the effectiveness of an accreditation program, as well as its affordability
and whether it will be sustainable, depends ultimately on many variable factors in the particular healthcare
environment of the country or organisation involved. It also depends on the kind of program concerned, and
how it is implemented.

In this toolkit, these variables are addressed under four principal headings:

Policy:

* What is the purpose of the proposed program?

* How might it complement or replace alternative mechanisms, such as licensing and certification?
* How would it match the culture of the population and professions concerned?

*  What incentives would encourage participation?

Organisation:
* How would the people most likely to be affected (“stakeholders”) be identified and involved?
* How would the program be governed?

* How would it ensure compatibility with associated regulatory and independent agencies?

Methods:

* How will standards be made valid?

* How will assessments be made reliable?

» How will assessors be trained and re-validated?

* How will procedures and results be made transparent and fair?

Resources:

* What are the implications for data, information and training?
*  What are the costs to participating institutions?

* How long does it take to set up a sustainable program?

*  What does it cost to set it up?
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In July 2001, at its meeting in Paris, the ALPHA Council of the International Society for Quality in
Healthcare (ISQua) saw sufficient need and interest among accrediting bodies, as well as health project
funders, to implement action. It agreed:

1) To provide a widely acceptable tool for assessing the readiness for, and feasibility of, implementing
accreditation within a country or region;

2) To provide, within this tool:
— A checklist of prioritised items for consideration when beginning an accreditation program;
— Descriptive evidence in support of the relevance of these items;
— Alist of key definitions.

3) To make the tool available to those involved in decisions to implement accreditation programs, such
as World Bank, WHO, accreditors and others.

In many countries, accreditation (and similar systems of external assessment against standards) has
developed as an effective strategy for continuous improvement of healthcare institutions and systems, with
benefits to consumers, regulators, managers, professions and other stakeholders. But the technology of
accreditation does not always transplant satisfactorily to different countries and settings, or bring them the
same beneficial outcomes.

Common barriers to satisfactory transfer can be summarised as shortcomings in the following areas:

1. Clarity of purpose:

Failure to find a balance between the objectives of improvement (internal organisational development) and
regulation (external control) within an overall policy for gquality in the health care system.

2. Appropriate technology:

Failure to differentiate the methods of accreditation, licensing and regulation, and to match them to the
defined objectives.

3. Quality culture:

Failure to identify stakeholders, and involve them in the design and direction of the accreditation
program;

Unwillingness to share information, authority and responsibility.

4. Motivation:

Reliance on directives and sanctions, rather than internal organisational commitment to self-improvement,
preferential funding and recognition of professional development;

Perverse incentives for superficial compliance with standards;
Unwillingness of employers to release staff to become accreditation surveyors;

Unwillingness of these surveyors to work without additional pay.

5. Independence:

Government domination of program direction, leading to conflict of interest in assessment of public
services;

De-motivation of other stakeholders, and vulnerability to short-term political change;

Failure to authorise and support, by legislation if necessary, an independent governing body.
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6. Scope of responsibility:
Unrealistic expectations — that the accreditation program will resolve issues for which it was not designed

or resourced, e.g. facilities licensing, professional registration, health care financing;

Failure to identify priority concerns, e.g. patient safety, clinical performance, and priority sectors e.g.
primary care, hospitals, and the continuity between them.

7. Clear relationships:
Lack of mechanisms to cooperate and communicate with related professional, academic, independent and
governmental bodies, e.g. professional and teaching institutions, health insurers, ISO certification bodies
and local government inspectorates.

8. Objectivity and probity:

Lack of (or failure to comply with) defined and transparent procedures for the assessment of facilities and
decisions on accreditation awards;

Failure to separate independent functions of facilitation, assessment, awards and payments - leading to
bias, lack of credibility and possible corruption.

9. Sustainable resourcing:

Underestimation or under-funding of the time, personnel and skills needed to establish a new program;

Unrealistic expectations of the rate of uptake by health facilities and the capacity of the program to
generate income from them;

Lack of long-term government commitment to the program.

10.External technical assistance:

Failure to learn from the experience of accreditation in other countries, which is available from
publications, from technical consultancy and from the ALPHA program of the International Society for
Quality in Healthcare.

This toolkit aims to illustrate the key factors to be considered before starting an accreditation program, and
some options to be adopted or avoided.

It could be used to scan the health care environment involved:
— to identify what is already available,
— to define options for discussion with ministers and other agencies, and

— to outline practical implications for organisation, management and funding.

The toolkit is not intended to be a definitive manual, but a reasonably balanced collection of facts and
opinions from informed people around the world. A summary of conclusions is given in section 6.
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1 Definition and history of accreditation

1.1 Models of external assessment

Many countries requiring assistance with accreditation, already have a collection of voluntary and statutory
mechanisms for the periodic external assessment of organisations against certain defined standards. Some of
these have been systematically compared' 2 °. They all aim to assure or improve quality. But they are usually
run by a variety of disparate organisations which lack the national co-ordination to maintain consistency and
to ensure that they are mutually supportive, economical and effective.

Broadly, these mechanisms include variants on five established approaches*:

» 1ISO: the International Organization for Standardization’: This system provides
standards against which organisations or functions may be certificated by accredited certification
bodies or organisations. Although originally designed for the manufacturing industry (e.g. for medicines
and medical devices), these standards are now applied to health care — in particular, to radiology and
laboratory systems — and, more generally, to quality systems in hospitals and clinical departments®.

» Peer review (Dutch visitatie): This uses a collegial approach, usually within a single discipline. It is
mostly applied to the assessment and formal accreditation of training programs, but can be extended
to accredit clinical services’.

* The Malcolm Baldrige model for quality management: The Baldrige criteria for management systems®
have devolved from the USA into national and international assessment programs such as
those found in Australia® and Europe!® !'. Health care providers who seek voluntary development may
assess themselves, or be assessed by others, against explicit performance standards. These were
designed for application to service industries, but the revised 1999 European Foundation for Quality
Management (EFQM) model identifies specific domains of results applicable to clinical outcome, and
patient and staff satisfaction, and offers a transparent framework on which organisational standards may
be mapped.

* Accreditation: “A public recognition of the achievement of accreditation standards by a healthcare
organisation, demonstrated through an independent external peer assessment of that organisation’s
level of performance in relation to the standards.” These independent, voluntary programs, which
began with a focus on training, have developed into multi-disciplinary assessments of health care
functions, organisations and networks. Unlike ISO standards, the programs used to assess health care
facilities for accreditation have been developed specifically for health care. They began in the Anglo-
Saxon countries, but spread into Latin America'?, Africa'® and South East Asia!* '* during the 1990s.
Mandatory programs have recently been adopted in France'é, Italy'” and Scotland'®.

» Registration and licensing: These are statutory programs which ensure that professional staff or
provider organisations achieve minimum standards of competence (e.g. training, registration,
certification and revalidation). There are also function-specific inspectorates for public health and
safety (e.g. fire, radiation and infection controls) in many countries.

1.2 Health service accreditation

Care is needed to differentiate health service accreditation from both certification and licensing, as a
mechanism for recognition of institutional competence.

The USA-based Quality Assurance Program and Joint Commission Resources have proposed a table

of definitions (Table 1)". And while this is based on wide international experience, there are significant
variations in meaning from country to country, which generate confusion. For example, in many European
countries, doctors are individually ‘accredited’ on completion of designated specialty training, and
‘accreditation’ of institutions is increasingly compulsory. Since certification organisations recognised by the
International Organisation for Standardisation (ISO) can also be ‘accredited’, there are already three different
meanings of the term, “accreditation”:
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1. Recognition of specialty training — by professional bodies since the 19" century;
2. Recognition of service delivery — by consortia of clinicians and managers since 1917,

3. Recognition of agencies competent to certificate health care providers — by 1SO since 1946.

1.2.1 Definition of accreditation

“Accreditation is usually a voluntary program, sponsored by a non-governmental agency (NGO), in which
trained external peer reviewers evaluate a health care organization’s compliance with pre-established
performance standards. Accreditation addresses organizational, rather than individual practitioner, capability
or performance. Unlike licensure, accreditation focuses on continuous improvement strategies and
achievement of optimal quality standards, rather than adherence to minimal standards intended to

assure public safety.”?

Table 1: Definitions of accreditation, licensure and certification'

Process Issuing Object Components/Requirements Standards
Organization of Evaluation
Accreditation | Recognized Organization | Compliance with published Set at a maximum
(voluntary) tools, usually standards, on-site evaluation; | achievable level to
an NGO compliance not required by stimulate improvement
law and/or regulations over time
Licensure Governmental Individual Regulations to ensure Set at a minimum level
(mandatory) | authority minimum standards, exam, to ensure an environment
or proof of with minimum risk
education/competence to health and safety

Organization | Regulations to ensure
minimum standards, on-site

inspection
Certification | Authorized body,| Individual Evaluation of predetermined Set by national
(voluntary) either requirements, additional professional
government education/training, or speciality boards
or NGO demonstrated competence
in speciality area
Organization | Demonstration that the Industry standards
or component | organization has (eg I1ISO 9000 standards)
additional services, evaluate conformance
technology, or capacity to design specifications

1.3 Licensure of health care organizations

Licensure standards serve to define the quality level required for the safe delivery of patient care, or of health
services, such as drug dispensing by a pharmacy. They also define the capabilities required for a health

care organization to be entitled to advertise to its public that it is a hospital or health centre. For example,

the licensure standards of a particular jurisdiction might require a health care facility to provide surgery,
radiology testing, round-the-clock nursing care for patients, pharmacy services, and laboratory services,

in order to be classified as a hospital. Unlike accreditation and certification, which tend to be voluntary
forms of external evaluation, licensure is by definition mandatory. When the government grants a license to
an organisation, that licence signifies its permission for the organisation to be open and providing care or
services to patients.
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1.3.1 Definition of licensure

“Licensure: process by which a government authority grants permission to an individual practitioner or
health care organisation to operate or to engage in an occupation or profession.” ALPHA Council 2002

As described above, licensure is always conferred by a governmental entity or its designated agent, such as

a licensing or regulatory board (e.g., a state, provincial, or national medical or nursing board), and addresses
the minimal legal requirements for a health care organization or practitioner to operate, care for patients, or
function. “Unlike accreditation or certification approaches that are based on optimal and achievable standards
or a demonstration of special knowledge or capability, the purpose of licensure requirements is to protect

20

basic public health and safety.

The full proceedings of a conference held in Washington in October 2000 on regulation, licensure,
accreditation and certification are available from QAP?!.

“It must be clear to everyone that accreditation is not the same as the licensing process, but is to improve
the performance of the health service beyond a minimal level. Many people in the private sector will often
be confused about these two programs. The policy makers in the Ministry of Public Health also can be
confused and try to bring accreditation under the same organization as licensing.”

1.4 The growth of national accreditation programs

There is growing worldwide demand for quality in health care, and for mechanisms, such as accreditation, to
promote and maintain it.

These mechanisms are receiving increasing support from governments, and from inter-governmental and
funding agencies:

1. To support health reform,
2. To improve the quality of organisation and management of services; and
3. To promote continuous quality improvement .

A global survey of programs in 2000%, and a further survey of Europe in 2002%*, showed that in the 40 years
prior to 1991, eight accreditation programs were started. In the following decade, nearly three times that
number were introduced. More than half of the programs launched since 1990 are in Europe.

1.4.1 Current trends

Half of these programs - and especially of those introduced during the past five years — have been funded or
managed directly by national governments which use them as a tool for regulation and public accountability,
rather than as means of voluntary self-development.

Accreditation originated, as did the general concept of quality improvement, in hospitals. From the hospital,
it moved out into community services, and thence into networks of preventive and curative services. The
current shift of emphasis towards primary care may reflect a move to population-based medicine, reinforced
(particularly in developing countries) by the donation policies of overseas aid agencies.
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Table 2: Year of Beginning Accreditation Operations

Year first survey | Programs Total new in year
1951 USA (JCAHO) 1
1958 Canada 1
1974 Australia (ACHS) 1
1979 USA (AAAHC) 1
1986 Taiwan 1
1987 Australia (QIC) 1
1989 New Zealand 1
1990 UK (HAP) 1
1991 UK (HQS), US (NCQA) 2
1994 South Africa 1
1995 Finland, Korea, Indonesia 3
1996 Argentina, Spain 2
1997 Czech Republic, Japan 2
1998 Australia (AGPAL), Brazil, JC International, Poland, Switzerland 5
1999 France, Malaysia, Netherlands, Thailand, Zambia 5
2000 Portugal, UK (CSBS), Philippines 3

Figure 1: Global growth of national accreditation programs
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Table 3: Accreditation programs in Europe 2002

Functional status Program Total
Active program Bulgaria, France, Germany, Ireland, Italy (regional), Netherlands,
Poland, Portugal, Spain, Switzerland (two), UK (three) 11
In development Bosnia (RS, FBiH), Croatia, Czech Republic, Denmark (two), Finland,
Hungary, Kyrgyzstan, Latvia, Lithuania, Malta, Slovakia 11
No national program Albania, Armenia, Austria, Belgium, Cyprus, Estonia, Kazakhstan,
Luxembourg, Sweden, Turkey, Yugoslavia 11
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2 Policy issues associated with accreditation

The principal threats to new accreditation programs seem to be:
* inconsistency of government policy;

» lack of professional and/or stakeholder support;

* lack of continuing finance and incentives; and

* unrealistic expectations!'.

This section aims to describe some of the factors which help to achieve a consistent and sustained policy on
the organisation and methods of accreditation, as well as strong stakeholder support.

Issues of time and money are dealt with in section 5.

2.1 Purpose of accreditation

2.1.1 Potential impacts

Rooney?’ summarised the main purpose of accreditation to be:

» To improve the quality of health care, by establishing optimal achievement goals in meeting
standards for health care organizations;
To stimulate and improve the integration and management of health services;

To establish a comparative database of health care organizations, which can meet selected
structure, process, and outcome standards or criteria;
To reduce health care costs by focusing on increased efficiency and effectiveness of services;

To provide education and consultation to health care organizations, managers, and health
professionals on quality improvement strategies and “best practices” in health care;
To strengthen the public’s confidence in the quality of health care; and

To reduce risks associated with injury and infections for patients and staff.

“The aim of accreditation is not to reduce costs or close facilities. Management boards of health care
units can better decide how to increase efficiency and meet patient expectations if they are more aware of
the actual situation.” Romania

There may be a mismatch between what enthusiasts want of a program, and what accreditation in that
particular setting is likely to provide. The Geneva working group acknowledged a range of impacts which
various stakeholders may reasonably hope to achieve through accreditation (Table 2). Whether a program will
deliver these, and in what proportion, depends largely on the external environment in which it is set and how
it is operated. Most of these impacts are well-documented in individual programs. There is, however, little
research-based evidence on the impact of the general (and often nebulous) concept of accreditation — or, for
that matter, of any other model of external assessment.
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Table 4 WHO Working Group on Accreditation, Geneva 2002

A preparatory meeting on the impact of accreditation of health services on a national health system was
convened in August, 2002. The chief executives of nine established national accreditation programs met
to explore the opportunities and limitations of accreditation in the management of health systems. Topics

included:

The definition and purpose of accreditation: alternative mechanisms;

The public/private agenda, politics and external environment;

The role of government in creating the appropriate environment, legislation and regulations;
Evidence base for the development of standards used in accreditation;

Evidence on different approaches to accreditation;

How evidence from practice is captured, shared and used in improving quality of service provision;

The management of accreditation and its internal environment;

Effectiveness of accreditation: what mechanisms and methods are currently being used to

assess the effectiveness of accreditation on health systems performance;

What are the costs of accreditation, how are they measured and who pays;

What is the demand for accreditation and how is it being met. A report of the meeting is due to

be published in 2003!

Table 5: Ten Potential Impacts of Accreditation

Impact

Associated factors

Stakeholders

1

Health system
governance

Legislation, regulation

Health ministries; legal bodies

System design,
development

Strategic planning,
service specification

Health service planners; social scientists

System financing

Resource allocation,
cost-containment, efficiency

Purchasers, funding agencies, insurers

Population health

Protection of public health and
safety; reduced variation in
provision and performance

Public health agencies, epidemiology

Knowledge
management, transfer

Research (clinical, health
service); technology assessment

Academic, professional, governmental
agencies

Clinical effectiveness

Evidence-based medicine;
improved results; continuity;
safety and risk-management

Guideline developers, medical directors,
performance managers

Consumer
empowerment and
decision-making

Providing information, choice,
respect, accountability

Individual patients, focus groups,
consumer groups

Professional and
personal development

Education, training, CPD;
workforce empowerment

Clinical teachers; personnel (HR)
managers; professions

Management
development

Leadership, accountability,
communication, teamwork

HCO directors; management associations

10 Quality systems

development

Defined quality policy,
organisation, methods, resources

Quality co-ordinators, safety managers,
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Surveys of providers and users of accreditation reveal a consistent similarity of perceived benefits across
different settings and countries. They commonly mention:

— Increased team work and internal cohesion: more cooperation between professional groups,
specialty departments, clinical and support services, managers and clinicians.

— Revision of policies: development, standardization and internal consultation on clinical and
administrative procedures.

— Integration of quality agenda: bringing together the quality activities and skills of different
staff groups.

— Achievement of standards: using self-assessment to identify and rectify non-compliance.
— External networking: meeting and learning from experienced staff in other hospitals.

— Marketing, publicity: opportunity to raise an institution’s image in the community and to
attract purchasers and personnel

Table 6: Benefits Perceived by Hospital Managers, Australia 19792

Perceived benefit Percentage of responders
External objective assessment and comparison with other hospitals 41
Conferring of recognition and status in the community 37
Motivation of staff to participate in improvement of services 34
Constructive evaluation of services 33
Education of staff, including suggestions for improvement 29
Improvement of standards of quality of care 25

Table 7: Risk Management Issues Commonly Identified, UK 19953

Policy and administration:

Lack of agreed admission and discharge policies
Lack of mechanisms to define and monitor clinical policies

Clinical services
Unclear responsibilities for supervision of trainees and juniors
Poor stock control, administration and recording of medications
Clinical records incomplete, fragmented, illegible or unavailable
X-ray film interpretation not recorded
Resuscitation equipment not checked; procedures not standard; staff not trained
Environmental services
Lack of training for food handlers
Unsafe storage of gases and flammables
Blocked fire exits
Lack of maintenance records, e.g. sterilisers, blood bank, generators

Lack of radiation protection rules and monitoring



































































































































































