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EXECUTIVE SUMMARY

The importance of providing quality health services is non-negotiable and better quality of care is
fundamental in Improving South Africa’s current poor health outcomes. Better quality of care will
restore patlent and staff confldence in the public and private health care system. Quality in the
health system can be defined as gettlhg the best possible results with the available resources.

Whilst the root causes for the problems underlying the poor quality of service in the health sector
maybe be varied and complex, the requirement for a quality assurance mechanism to improve
health outcomes is largely uncontested. Such a mechanism to improve the quality of health care
services in both the public and private spheres is centrdl to the reform of the health system and the
delivery of qual:ty services in the health care sector.

This empha5|s on ensurlng hetter health outcomes Is a key part of the Government programme and
for the heaith sector these outcomes are contained in the Negotiated Service Delivery Agreement
for Outcome 4,

in the light of the drive for better health outcomes, the health sector engaged in extensive
discussions and consultations during the past few years to establish how best to achieve such
outcomes. These deliberations led to the adoption and publication of a set of National Core
Standards for Health Establishments in 2011. As part of this a number of areas were selected for fast
track improvements and these included cleaner facilities, shorter waiting times and better patient
safety and care. Although this led to some success and improvement in the quality of care it was
clear that simply reminding health care staff of their basic duty was not enough.

tn addition what was required is a mechanism to regulate and benchmark compliance of health
facilities against these standards. A monitoring and compliance process whereby all facilities can be
measured through independent inspections and or assessments will result in significant
improvements in the effectiveness and quality of the health system as a whole.

Early on the National Health Council {NHC) indicated clear preferences for the establishment of a
process and mechanism to respond to this challenge. It was clear that, effectively to respond, the
establishment of an entity to monitor compliance with these standards and norms had to be
independent — to engender the trust of both patients and health care staff; it had to be done in a
manner that will ensure public accountability and credibility in terms of a single benchmark — to
ensure that all are measured against the same yardstick; and to ensure compliance some element of
consequences for non-compliance had to established.

With the publication of the draft National Health Amendment Bill for comment in early 2011 the first
steps were taken towards the establishment of an independent health quality regulator.
Simultaneously the National Department of Health embarked on a process to learn from other
regulatory bodies and benchmark, review and analyse current practice in this area of work. All with a
view to establish the best possible framework to setup a health establishment quality regulatory
body as an independent entity, in line with intentions of the draft legislation.

This report is the result of that process of learning and benchmarking and it draws on extensive work
done by a range of technical teams during the course of 2011. It provides the detail of the
international and national benchmark studies and reviews of current practice,
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The breadth of the thematic and comparative analyses of the studies conducted is presented here.
These range from high level possible policy and legal approaches to be considered in the
establishment of a quality regulatory body for health establishments, t6 the more practical
considerations for the operationalisation of envisaged functions of such an mdependent entity.

The benchmarking studles were designed to examine three ovérall approaches to regulatlng quality
in the health sector, namely the regulation of compliance, the monitoring and measurement of
quality, and the investigation of complaints and recommendations on redress by an Ombud. To this
was added the relatively new aspect of the importance 6f communication and stakeholder relations
in regulatory practice. '

In terms of regulatlng for compliance the issues ranged from the role and {mportance of designing
an independent entity as regulator which is adequately and substantively independent; to the
importance of coordinating regulatory activities with other regulatory bodies and institutions. In
addition attention was paid the scope and extent of the enforcement powers vested in an
independent health quahty regulatory entity.

1
Amongst the Issues considered with regards to the objective assessment of quality were the critical
importance of the standards used in measurement and the purpose and methods of the process; the
advantages and disadvantages of regular or routine as opposed to ad-hoc or unannounced
inspections linked to strategies to monitor risk for prlorltlsatlon and early intervention; and the
selection and Iocatlon of inspectors.

In relation 'to the’ establishment of an Ombud function i in the design of a health quality regulator the
issues considered ranged from the communication and interaction with individuals which would like
to make a complaint and handling of these complaints; jurisdiction and decisions to investigate; how
to |nvest|gate and what to do with the results of the investigation; and lastly whether to make.
recommendations’ and or determinations.

In designing the benchmarking work around these three overall approaches, specific areas were
covered and these included the enforcement of regulations, the process of setting standards and
norms, assessing whether standards and norms are met (inspections), risk profiling and knowledge
management, complaints investigations, Ombud specific functions, and communication and
reporting and stakeholder reiations,

The last chapter explores the possible mandate, scope and structure of a South African independent
entity to regulate the quality of care in health establishments i in both the public and private sectors.

The results of the benchmarking exercises presented here enrich the debate about the necessity to
institutionalise mechanisms to regulate the quaiity of health care establishments. In addition the
conclusions support the establishment of an independent and national health quality regulator to
enhance public accountability and credibility, with a single benchmark and with consequences for
non-compliance. Such an entity should be formally established. asan independent public entity with
a Ieglslatlve mandate and voted funds. The studies do not support a voluntary peer review model
and propose that quality regulation be made mandatory for aII heaith facilities. In order to ensure
objectivity, the regulator would not be directly involved in, or responSIble for, activities within the
health system designed to improve quality or compliance, '
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INTRODUCTION

A number of reform initiatives to improve governance of the health system and service del:very have
been initiated by the National Department of Health (NDOH) over the last few years. One of the
considerations, in terms of implementation, is that the various reform initiatives be efficiently co-
ordinated and sequenced so that they collectively contribute maximally to the Govern’rﬁent s vision
of “A Long and Healthy Life for All Sduth Africans” (as expressed in the Negotiated Service Delivery
Agreement [NSDA] for Qutcome 2, 2010)

The four strategic outcomes, in termgs ‘of the NSDA which was signed in October 2011, are:

s Increasing Life Expectancy; |

» Decreasing Maternal and Child mbrtaﬁty;

¢ Combating HIV and AIDS and decreasing the burden of disease from Tuberculosis; and
Strengthening Health System Effectiveness.

The renewed focus on the quality of care as part of the NSDA output 4 now forms part of one the
key health reform interventions along with re-engineering the system towards a primary healthcare
approach, improving infrastructure, better human resource production and managemen’c improved
supplies of drugs and equipment, and stronger health information support.

Responding to concerns regarding the muitiplicity of different standards and guidelines for managers
throughout the health system and the consequent difficulty in measuring performancé against a
common benchmark, in April 2008 a set of “Core Standards for Health Establishments” was
launched. The “core standards” reflected what were current national policies and guidelines and
were thus a reasonable statement of what was expected of management in health establishments.

The National Health Council {NHC) approved and published a set of National Core Standards in
January 2011. These core standards are now widely used in the pablic sector as a guide to what is
expected and as a basis for measuring the gap in the implementation and development of tailored
quality improvement plans.

A sub set of the of these standards, focusing on six critical areas of the most concerti to patients, are
being used as part of a Baseline audiifc of all public health facilities conducted over the period May
2011 to April 2012. The results of this audit are envisaged to provide a baseline measure of the
current status of the quality of care |n the public sector.

A draft National Health Amendment BIIE was published for comment in January 2011 and tabled in
Parliament in November 2011. It seeks_ to amend the National Health Act, 2003 (Act No. 61 of 2003},
to empower the Minister to establish an independent public entity, called the Office of Health
Standards Compliance (OHSC). This Office is intended to serve as an independent regulator of heaith
establishments (broadly defined). The functions of the envisaged OHSC include:

¢ The inspecétion and certification of all health establishments as compliant with prescribed
standards; - '
¢ The investigation of complaints from health establishment users;
e The Establishment of an Early Warning System (EWS) for mandatory reporting on |nd|cators of
. risk; and
¢ Communication and advisory functions related to prescribed norms and standards, and quality
management systems in general. ‘
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CONTEXT

1

Constitutional, Legisiative and Policy Framework

A number of governing acts, reguiations and policies influence the quality of healthcare in South
Africa. Underpinning the entire healthcare system are the constitutional imperatives found in
the Bill of Rights. Specifically, section 27 of the Constitution guarantees everyone the right of
access to health care services including reproductive health services. The Constitution further
requires the state to take reasonable legislative and other measures, within its available
resoufces, to achieve the progressive realisation of this right (Section 27 (2) {RSA 1996).

!

Heaith care ser\nces are a functional area of concurrent Ieglslatlve competence across national
and provmc;al governments which mean that provinces can also legislate in the area of health
care serwces in the event of a conflict between national legislation and provmc1a| legislation
however natlonal legislation prevails where any of the conditions listed in_section 146 of the
Constltutcon is met. Section 41 of the Constitution requires alf three spheres of government to
work cooperatively to secure the well being of the people of the Republic'and to preserve the
peace, national unity and indivisibility of the Republic.

The Nat:onal Health Act, 2003 (the Act} provides the overarchmg Iegislatlve framework for a
structured and umform national healthcare system. It hlghirghts the rights and responStbiht:es
of healthcare prowders and healthcare users, and ensures broader community partlcmatlon in
healthcare dellvery from a health facility level up to national level. With respect to the sections
now being amended the Act provided for the creation within the National Department of
Heaith of an Office of Standards Compliance with an Inspectorate unit. The Office of Standards
Compliance as then envisaged would advise on heaith standards, carry out inspections and
monitor compliance, report on non-compliance, issue or withdraw a certificate of compliance,
and advise on strategies to improve quality; and included an Ombudsperson. The Act also
provided for MEC's to establish provincial “Inspectorates of Health Establishments”. Licenses to
operate were linked to criteria of need as well as compliance with standards, and could be
withdrawn on the recommendation of the Office.

A focus on quality assurance and quality improvement is not a new concept. A National Policy
on Quality in Healthcare was initially developed for South Africa in 2001, and identifies
mechanisms for improving the quality of healthcare in both public and private sectors. The
policy highlights the need to focus capacity building efforts and quality initiatives on health
professionals, communities, patients and the broader health care delivery system {National
Department of Health, 2007). Hence, the objectives of the National Policy on Quality were to:

* improve access to quality health care;

* increase patients' participation and the dignity afforded to them;

¢ reduce underlying causes of illness, injury, and disability;

* expand research on treatments specific to South Afncan needs and on evidence of
effectiveness; '

® ensure appropriate use of services; and

* reduce errors in health care.

The Ten Point Plan, released in 2009, reinforces the government’s commitments to quality of
healthcare services made in the legislative and policy framework, and was developed to
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prioritise reform within the sector. Priority number three in the ten point plan augments the
provisions of the National Health Act by placing emphasis on the need to improve quality of
service. This is to be achieved though the establishment of a well-capacitated and independent
Office of Standards Compliance, an integrated plan for improving the quality of health services,
and an Ombud function that would receive and investigate complaints.

In addition to health specific policies and legislation, Batho Pele principles should govern all
healthcare delivery. Batho Pele, a Sotho transiation for ‘People First’, is an Initiative to get
public servants to be service orientated, to strive for excellence in service delivery and to
commit to continuous service delivery improvement. The specific commitment of the health
sector to this basic policy of government was the development and extensive promulgation of
the “Patient’s Rights Charter”. This specifies that the most critical rights of patients are to be
respected and upheld, including:the rights of access to basic care and to respectful, informed
and dignified attention in an‘ acceptable and hygienic environment. _Patients should be
empowered to make suitable ihformed decisions about their health and to complain if they
have not received decent care. |, ‘

4
1.

Natienal Health Insurance

In August 2011 the National Department of Health (NDoH) published a policy paper on National
Health Insurance in South Africa (NHI). The policy paper envisages the implementation of a
health financing mechanism that covers the whole population of South Africa. In order for this
to become a reality it identifies four key interventions that need to be embarked upon
simultaneously:

. A complete transformation of healthcare service provision and delivery;

. The total overhaul of the healthcare system;

) Radical change of administration and management; and

. The provision of a comprehensive package of care underpinned by re-engineered Primary
Health Care, '

The policy paper identifies the quality of care as a theme and central reality in terms of needed
improvements towards the implementation of NHI. Despite significant improvements in health
service access and coverage since 1994 there are still notable quality problems. Specifically the
concerns raised about quality at public sector facilities fead to a preference for health services
in the private sector and the majority of South Africans cannot afford to make the out-of-
pocket payments required to access these services.

In terms of the NHI policy paperjali health establishments (public and privaté) who wish to be
considered for rendering health services under the NHI will have to meet set standards of
quality. These standards currently refer to the six priority standards. Although compliance with
these core standards will only ﬁ;rm cne aspect of ultimate accreditation to provide services
under the NHI it remains a critical part of the NHI accreditation process. - ‘

In this context the envisaged OHSC will be primarily responsible for the certification of health
establishments based on compliance with the prescribed quality norms and standards and
monitoring the progress of facilities in this regard.
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Nationai Health Amendment Biil 2011

The National Health Amendment 8ill was tabled in Parliament on 16 November 2011, tagged as
a Section 76 Bill arid referred to the Portfolio Committee on Health. On completion of the work
of the National Assembly the bill will be referred to the National Council of Provinces for
processing.

This Bill as tabled envisages an OHSC of which the objectives are to protect and promote the
health and safety of users of health services by:

e Monitoring compliance by health establishments W|th norms and standards prescribed by
the Minister in relation to the health system; and ;

e Ensuring consideration, investigation and disposal ‘of complaints relating to the non-
compliance with prescribed norms and standards in a procedurally fair, economical and
expeditious manner, !

The OHSC is proposed to be establishéd as an independent public entity with a CEQ appointed

by and reporting to the Minister of Health and an Ombud appointed by the Minister of Health
but placed within the Office.

In terms of the draft legislation the OHSC must:

. M the Minister on matters refating to the determination of norms and standards to
be prescribed for the national health system and the review of such norms;

. Inspect and certify health establishments as compliant or non-compliant with prescribed
norms and standards, or where appropriate and necessary, withdraw such certification;

. investigate complaints relating to the national health system:

) monitor_indicators of risk as an early warning system relating to serious breaches of
norms and standards and report any breaches to the Minister without delay;

. identify areas_ and make recommendations for intervention by a national or provincial
department of health or a health department of a municipality, where it is necessary, to
ensure compliance with prescribed norms and standards;

. récommend quality assurance and management systems for the national health system
to the Minister for approval;

. keep records of all its activities; and -

. advise the Minister on any matter referred to it by the Minister.

In addition the OHSC may:

i

. issue guidelines for the benefit of health establlshments on the implementation of
prescribed norms and standards; :

. bublish any information relating to prescribed norrﬁs and standards through the media
and, where appropriate, to specific communities;

. collect or reguest any information relating to prescribed norms and standards from
health establishments and users;

. liaise with any other regulatory authority and may, without limiting the generality of this
power, require the necessary information from, exchange information with and receive
information from any such authority in respect of (i) matters of commion interest; or (ii) a
specific complaint or investigation; and
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] negotiate cooperative agreements with any_regulatory authority in order to (i) coordinate
and harmonise the exercise of jurisdiction over heaith norms and standards; and (if) ensure
the consistent application of the principles of this Act.

National Core Standards ‘i

South Africa has some experie_fnce in the development of quality norms and standards. The
National Department of Health in responding to concerns regarding the multiplicity of different
standards and guidelines for managers throughout the health system and the consequent
difficulty in measuring performance against a common benchmark, launched a set of “Core
Standards for Health Estabhshments” in April 2008.

These initial standards have gone through successive phases of development based on input
from the numerous stakeholders involved in the process and were finally approved by the
policy-making body (the National Heaith Council) and issued by the Minister in February 2011.

The National Core Standards are based on the existing policy environment and tailored to South
Africa’s health care context, while also reflecting international best practice and a strong
evidence base. The purpose of the Core Standards Is to;

e “Develop a common definition of quality care which should be found in all health
establishments in South Africa, as a guide to the public and to managers and staff at all
levels; :

¢ Establish a benchmark against which health establishments can be assessed, gaps identified
and strengths appraised; and :

* Provide for the national certification of compliance of health establishments W|th mandatory
standards.”

They have been linked from the beginning to an audit tool which has been through successive
stages of testing and revision,

These standards together with the measurement tool were piloted in Clinics, Community Health
Centres and Hospitals in all n_ine provinces during March 2010, using provincial staff and
national health staff who acted s assessors, together with technical assistance from partners of
the Department: Following this: extensive pilot, feedback was obtained from the assessment
team members and from the he:alth establishments themselves; and significant technical input
was used to revise the assessment tool as well as some changes to the standards and criteria,
using a risk-based approach and ensuring validation of the too! given its intended use for audit
and accreditation. An important part of the development process has been that sections of the
standards have also been benchmarked against other accreditation systems. The resulting
document is ‘The National Core Standards for Health Establishments in South Africa, version
June 2010°. '

These developmental processes in South Africa showed how powerful the knowledge of future
regulation can be in driving interest and efforts to achieve compliance. They also seemed to
confirm that the bulk of healthcare workers and managers welcome the.guidance provided and
the opportunity to provide good care for patients. Quality norms and standards can enable
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“.Efforts to improve health outcomes have focused on two broad areds — improving the
quality of care in the public sector, and introducing a national health insurance model. ....”

Both the report of the National Planning Commission and ongoing work and analysis done by
the National‘Department of Health points to the challenges faced by the public health system
in particular and the extent of the burden of disease in general. These chaHenges remain
centrai to the quallty of heaith care delivery.

A crisis of accountability and its impact on unsafe and unacceptable (quality of} health care

In addition to the realities of the burden of disease and an ailing health system, the Minister of
Health has on more than one occasion stated that a crisis of accountability also directly impacts
on the quality of health care in South Africa. This challenge relates directly to the proposals for
the establishment of an independent quality regulator.

Orlgms of the crisis of accountability in health systems

In an article in The Lancet (vol 374, September 5, 2009) the authorsiadvance a cogent
argument that the roots of the current difficuities facefcﬁ in the health system in South Africa
can be traced to policies from earlier periods in South Af-’ri_ca’s history. These include racial and
gender discrimination, income inequalities, migrant labour, the destruction of family life, and
persistent violence spanning many centuries but consolldated by apartheid in the 20%
century.

of particui:':w interest are some of the reasons advanced for the lack of stewardship and
management, which Is a feature of the public service in general and with an especially acute
impact on the heath sector. With regard to the nursing profession the article argues that the
root ‘of the relationship between nursing staff and patients, and the concomltant comp!ex
factors that impact on accountability, stems from:

“Nurse training, from the earliest missionary days, was regarded as a socialisatior: process,
initiating students into both an ethos and way of life. Groomed as middieclass elite, the task
of nurses was to “moralise and save the sick and not simply nurse them”. They were taught
to see themselves as subordinate to doctors and as authority figures in control of the lives
of their patients.”

The authors also identify the failure to acknowledge the need to demand personal
accountability as being due to the belief that people are a product of their past. In terms of
this past it is not fair and or even possible to hold individuals accountable for actions and
values that have been shaped through apartheid oppression.

In addition accountability cannot be demanded as this ability to manage and deliver was never
developed through education and training. Or in some cases these skilis and competencies
may not have been required in terms appointment,

The hlghly vanable quality of care in public sector health faahhes can better be understood in
this complex environment of a lack of accountability and accompanying lack of leadership,.

(
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The authors argue that the challenges of accountability arise in this interplay between valid
reasons for incapacity to manage and deliver; and the continuous manifestations of actions
and values shaped by an inhumane and unjust past.

The erosion of accountability and authority structures

Accountability, and lines of authority or the lack thereof, has a direct impact on organisational
performance. Effective mechanisms to ensure accountability are premised on managers or
those higher up the authority structures taking responsibility for this, which often does not
happen. In many cases this is exacerbated by a reluctance to devolve authority.

Similarly, practices which might challenge or undermine the authority of managérs also lead
to the erosion of accountab;llty, including at times the relationship between management and
organised labour. '

ol
H

Efforts to |mprove performance of government departments in general and the heaith system

~ specifically have been many, with the establishment of the Department for Performance

Monitoring and Evaluation (DPM E} at the apex of these. The objective with the establishment
of the DPME has been ﬁo improve inter-departmental collaboration and increase
accountability. However, it is important to recognise that measuring performance can only
deliver results if there is a commitment to hold those responsible for services, accountable at
each level of government. ‘

' Fragmented Responsibility and Accountability

The delivery of public services requires appropriate infrastructure, skilled - personnel,
functioning institutional structures and competent leadership, and this is equally valid for the
heaith system. All these dimensions are required to ensure that the system ‘works’ and if
shortcomings or challenges in any of the dimensions are experienced it has a knock-on effect
on the others. The difficulties that arise when it is someone else’s respons:bmty provide
ample ground to defer or shift accountability.

After 1994 the institutional styucture of the heaith system changed rapidly. Fourteen separate
bodies were consolidated into one national department. Responsibility for health care is now
divided between national, provincial and local government, This is in addition to the various
different role players involved in ensuring a health establishment functions and delivers
quality care, |

On releasing the first set of National Standards in 2008, the National Department stated: “ In
South Africa, while formal standards exist in some areas, in many other areas expected
practice is expressed in broad policies and guidelines. The system is.a complex one. Standards
or guidelines are developed by‘;.'rnore than twenty programmes and units at the national leve!
and in many cases their effonfcs are mirrored or adapted at provincial and even municipal
levels. Professional bodies and even private organisations also develop standards and
guidelines. These contribution:';; are made in different formats and with differing monitoring
systems; making the task of performance assessment, benchmarking and implementing
effective and integrated corrective action at delivery level very difficuit.

“Roles and accountabilities for establishing levels of performance against standards are also
not well-defined between the significant role-players. This is the case both within
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Departments, between different spheres of government, and between government and
external bodies,

“Under such circumstances, the availability of comparable and credibie information on the
achievement of a single set of national core standards becomes imperative; and is indeed
reflected in the National Health Act (2003), which states that “the Minister ... may prescribe ...
a set of standards ...” and “the Director General must issue, and promote adherence to, norms
and standards....” Information rega:rding compliance with core standards would assist in
making managers of hospitals and districts accountable for taking forward the proposed plans
and improving delivery.”

The possible negative effects of these fragmented respons;bltaty arrangements are well
captured by Karl von Holdt's description, as quoted in the NPC Diagnostic Report, of the
difficulties that arise when a lift in a large public hospital.stopped working:

“This meant that nurses had to carry meals and Iaunlé’ry, as well as patients, up and down
stairs. On occasion, corpses too had to be manoeuvered down the steps. This problem
resulted from the failure of the Department of Public Works to put in place a lift maintenance
contract. This situation persisted for six months, as the provincial health department and
Public Works were in dispute over the tender process and to whose budget the item
belonged. In the meanwhile, the nurses (not to speak of the patients) continued to battle
with the coqsequences."

Effective collaboration between the different arms of the public service, spheres of
government and other role players is critical in addressing the possible erosion of
accountability in a system with varied and fragmented responsibility,

Rationale for policy choices made

Whether the lack of accountability in the public health system in particular, or the public service
in general, is traced back to its historical roots, based on the erosion of authoraty structures or
due to the fragmented nature of responsibilities it remains a chalienge to confront in the efforts
to ensure better quality of care.

fn terms of the public service and public health establishments the Depariment of Public Service
and Administration, the Department of Performance Monitoring and Evaluation and the Public
Service Commission have a role to play in measuring performance. In addition a regulatory
framework for health establishments, and the standard¢ and norms against which they are
measured, has a central role to play in the scope of p055|ble interventions to ensure better
quality of care.

In light of this reality where the level of care does not meet the expectations of the public,
where it is mcreasmgiy suspected that the South Africa:receives a poor return on its health
budget investment, where accountability is weak with few consequences when things go
wrong, and which has led to a situation where ethics and professionalism have been eroded;
the National Heaith Council made clear choices for the establishment of an independent entity
to fulfill this health quality regulatory function.
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fn terms of these choices, an independent and national health quality regulator should be
established to ensure public accountability and credibility, with a single benchmark and with
consequences for non-compliance. In ensuring this, the regulator would be formaily established as a
public entity with a leégislative mandate and voted funds, and would not be based on a voluntary
peer review model but would make quality regulation mandatory for all health facilities. In order to
ensure objectivity, the regulator woi_JEd not be directly involved in or responsible for activities within
the health system designed to improve quality or compliance. ‘

i
;

4. Review of Current Practice

In the light of the publication of the proposed draft amendments to the National Health Act 2003
and cognisant of the range of challenges faced by the health sector as it relates to the quality of
health care provision, the NDoH embarked 6n a range of studies to review the extent and scope of
current practice. These benchmarking studies were designed better to understand best practice and
focused on:

s conducting comparative analyses;

¢ providing international and national berichmarks in relation to regulatory bodies in general and
heaith regulatory bodies in particular; :

¢ determining the scope of work for possible units and divisions in a to-be- establlshed Office of
Health Standards Compliance; ard

* engaging in the initial design of systems and processes to operationalise the work of such an
Office of Health Standards Compliance.

A comprehensive Ilst of the regulatory and other bodies engaged with during the: ‘process of
concluding the separate benchmarking reports is attached as Annexure A.
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REGULATORY APPROACHES

Improwng the. quality of health care delivery is an important global heafth pnorlty and health
care quality- improvement initiatives have been developed in many countries around the world.
The purpose of these initiatives is not only to improve health care quality and ensure patient
safety but also to improve clinical effectiveness and promote public accountability.

Evaluation of the work of the Healthcare Commission {the predecessor of the Care Quality
Commission) in England found that regulation has made an important contribution to the
overall system for improving the quality of care. importantly, it has been argued that because of
the huge investment of taxpayers’ money in health care, an independent and authoritative
regulator is essenttal to enhance public accountability and to ensure value for taxpayers’ money.

In the development of national health quality systems, increasing use is belng made of external
assessment which involves the regular evaluation of health facilities by’ external assessors
against defined standards. External assessment is but one element of a country’s broader health
quality system and is intended to complement internal quality |mprovement initiatives such as
clinical audits, clinical governance, and the surveiliance of adverse patient events and avoidable
deaths.

External assessment systems may have a number of &ifferent objectives that range from
improving or maintaining quality, addressing national public health priorities, managing risk or
establsshmg centres of excellence. Common models of external assessment include peer review,
compulsory ltcensmg or certification for regulatory purposes, voluntary accreditation, and
International Organisation for Standardisation {ISO) certification.

1. Regulation in the area of quality

Though the chaHenges faced by the public and private healthcare markets may differ
significantly, both require quality assurance mechanisms in order to improve health
outcomes, promote patient satisfaction and improve efficiency within health systems.
Improving the quality of healthcare and health care establishments are central to the
reform of health systems and service delivery.

Whilst striving for an improvement in the quality of health care is a laudable goal,
delivering on such a goal can be difficult particularly if health establishments are left to
their own devices. Moreover, given that ‘quality’ as a concept is often subjective and
dependent on the viewpoints of the users of the healthcare system, regulating such an
abstract concept Is likely to pose a chailenge for any government.

Two different types of quality assurance systems evolved worldwide. The first involves
ensuring the quality of health services through explicit regulation as practiced in the United
Kingdom. Here, a traditional regulator with inspection and enforcement powers is
established to regulate health establishments. The:second involves a system of quasi
regulation where health establishments submit to aci:fr‘editation and certification processes
voluntarily or as required by legislation. The quality assurance body under this system does
not have explicit enforcement powers but coordmates its actions with other agencies to

deliver on regulatory outcomes. ;
i
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The National Health Amendment Bill (2011) in its current iteration envisages a mandatory
system of certification for healthcare establishments. The Bill empowers the Office of

Health Standards Compliance to Inspect and certify establishments, address complaints,
monitor risks and in a limited way enforce compliance. In this iteration, the bill develops a
hybrid system of regulation. It establishes a regulator in the traditional sense but restricts

the extent of its enforcement powers.

11

111

Examples of different approaches to regulation and enforcement

The benchmarking work undertaken reviewed experiences in the field of health quality
regulation in relation to a number of different aspects: examples of good regulatory
practice; voluntary compliance or mandatory enforcement; coordinéted'regulation along
the value chain; risk-based approaches; provisions for independence; and evolution over
time in regulatory approas:hes. _ . o

United Kingdom

The United Kingdom has a number of agencies and bodies that regulate the different
dimensions of healthcare delivery. Recognising the complexities associated with this
landscape, and in order'to reduce unnecessary red tape, the Department of Health in
the UK has streamliined a number of functions into the newly established Care Quality
Commission (CQC) as part of the broader regulation programme of the UK Government.
The CQC takes over the reins from its predecessor, the Healthcare Commission, which
was responsible for licensing healthcare establishments by assessing their compliance
with a set of national minimum standards.

The €QC regulates the quality of care provided by the NHS, local authorities, private
companies and voluntary organisations in the United Kingdom and has combined
regulation of health care with that of social care, with profound implications for their
regulatory approach and staffing model. The regulator is also mandated to protect the
interests of people whose rights are restricted under the Mental Health Act.

The regulatory approach adopted by the CQC has also moved away from compliance
assessments that were process-orientated to an outcomes-focused system, and from
the earlier “soft-touch” or risk monitoring approach to frequent on-site inspections for
all units. The ability to adopt an outcomes focused system may reflect the evolution in
the British healthcare system that now emphasises the experiences and views of
patients, as CQC regulations cover 28 outcomes, and the focus is mam[y on meeting
people’s needs or expectations/experience. '

The CQC enforces comﬁﬁiance against this set of essential standards by first registering
all health and social care establishments (which is equivalent to providing a license to
operate).; shift from scft}i touch/ data base to sité visits and. The more recent approach
reviews what is found nojt why, and is no longer giving advice to establishments on how
to fix problems. Apart from the regular inspections, the CQC does through the minister
have a legal mandate to “investigate serious concerns”, which enables them to also do
more .in-depth investigative work Funding and resourcing of the CQC is Increasingly
based on cost recovery principles in order to enhance independence, however they do
face a challenge in how to determine the appropriate tevel of user charges. The CQCis a
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traditional regulator endowed with the power to‘inspect regulated entities, investigate
concerns and enforce their decisions. In analysing the CQC, it is apparent that the
legistative framework has evolved significantly to an independent regulator within the
health sector. Based on previous experience, legislation and regulations now endow the
CQC with greater enforcement powers. This allows the CQC to engage in civil and
criminal enforcement action as the case warrants and reflects a certain level of maturity
within the regulatory system in the UK. However, despite being given these strong
enforcement powers, the CQC works in collaboration with other organisations (as well
as with the National Health Service itself and its sub-national authorities). Where other
regulators are in a better position to prosecute art offence, the CQC is likely to defer to
the powers of the other regulator. Underpiﬁ:ning this coordinated enforcement
approach is an extensive number of agreements ahd information sharing protocols that
allow regulators to coordinate their activities, '

1

. To enable the CQC to effectively discharge its reéulatOry mandate, the legislative and

' regulatory framework allows the CQC to initiate either civil or criminal action to enforce
compliance with standards. These traditional enforcement powers are often seen as
punitive and ideally are used only once other voluntary means are exhausted. Hence,
€QC has developed an enforcement policy that presents a number of enforcement
options. These options range from informal regulatory action for minor transgressions
and thus encourage voluntary compliance, to litigation and enforcement action for

. more serious offences. Decisions are taken through a series of internal review processes
where all potential problems are discussed and enforcement action agreed-upon. The
figure below sums up this progressive approach to enforcement.

Enforcement approach adopted by the CQC

s MiINOr transgressions

sinformal regulatory action
sImprovement actions undertaken by service provider

Muoderate non compliance

*Formal regulatory action
*LQC sets compliance actions

Majornon compliance

Civil enforcement action (Warnings, suspension of
registration, fines) i

*Criminal enforcement action (Prosecution)

Source: Enforcement Policy (CQC, 2010}
In general with the NHS Trust, when concerns are raised, it then becomes a focused

investigation that “picks them to pieces”. It would do in-depth investigation into deaths
~or untoward incidents through assessing the quality risk profile (QRP) red dials after
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which it would dig into the other standards ar problems found. This is within their remit
as the regulations state that “if directed by Secretary of State” i.e. Minister, the CQC can
investigate serious concerns”. The CQC does have some clinical advisors plus people
they can call on in such situations. Compliance inspections of NHS Trusts are prepared /
designed and based on ‘t;hese QRPs and may pull in specific expertise including patients,
nurses and clinical advisors.

The comparative analysis of a range of regulators suggests that the relationship
hetween enforcement i;and voluntary compliance Is a dynamic one which can be
influenced by the matur:i"‘ty of the entity as it develops over time.

France 5

In the case of Haute Authorite de Sante {HAS) in France no explicit enforcement powers
have been conferred through legisiation. Rather, the French Quality Programme relies
on a system of coordinated enforcement. Under this approach, the HAS relies on the
Ministry of Health, Health !nsurers and other sector regulators to enforce compliance

with standards.

Enforcement therefore begins during the certification process, when the HAS is required
to engage with other key players to obtain information on problem and risk areas for
review during certification. During the certification process, these problem areas are
investigated and reported on. At the end of the certification process, the HAS issues its
results. The HAS may certify ah organisation as being:

¢ Fully compliant;

*  With recommendations;
* Subject to conditions; or
e Non compliant

Should the HAS identify serious transgressions of standards or any matter that may pose
a grave public health risk, then it is required to notify the Minister of Health. The
Minister of Health may then depending on the seriousness of the transgression take the
necessary steps to enforce compliance. The Minister of Health has the power to close
down a health facility should it pose a serious health risk. In the event of gross non
compliance, the HAS is also required to notify immediately other sec’cor regulators, the
National Health lnsurance as well as any professional bodies.

Worth noting is the strohg link between the quality of health care and the financing of
health care. Legislation creating the Agence Regionale Sante (ARS) — the health insurers
— require them to use the results of the certification process in their multi-year
contracts. These health insurers are empowered through legislation to impose financial
sanctions on health establishments which fail to comply with quality and patient safety
standards. Legislation also allows health insurers to use the resuits of the HAS to require
health establishments to conclude a ‘quality improvement agreement’ with their
surrounding communities.

South Africa

In an effort to explore the possible implementation of enforcement or compliance
measures the benchmarking studies also looked at regulatory bodies with similar
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responsibilities and their functional approaches in South Africa. in addition to work that
- was done with regard to the structure, scope and functional approaches of the Financial

Services Board and the National Credit Regulator valuable lessons were drawn from an
_ earlier ‘Quality Assurance Best Practise Study within the Private and Public health
‘ sectors |n South Africa’ commissioned by the Department of Health in 2009.

i The purpose of the 2009 study was to conduct a guality assurance best practice study in
., the-private and public health sectors in South Africa, especially by reviewing the
mandates of 5 selected institutions, which broadly operates in the field of
accredltatlon” in South Africa.

Evidence from the five selected case studies highlighted the need for institutional

arrangements based on a clearly defined mandate. In this regard the South African
‘ ‘Natlonal Accreditation System (SANAS), the South African Bureau of Standards (SABS)
~ and the South African Council for Medical Schemes (CMS) have specific legislation which
| provudes their clear legal mandates and to some extent also govern how they operate.

The Batho Peie Programme derives its mandate from several White Papers and
“ government pOlIClES The affectivity of the programme is impacted on by the manner in
~ which it is streamlined throughout the public sector NGO's such as the Council for

Health Service Accreditation of Southern Africa (COHSASA) on the other hand operates

at the level of peer review and voluntary processes These processes draw on
' professmnal and or management, commitments to improve quality.

This study pointed to the importance of clearly setting out the mandate and scope of a
qua!ity assurance body in Iegislation as this provides the impetus for the appropriate

 functions of such bodies should draw from Iocal and international experlences but in
the final instance it must be informed by focal conditions.

. - The South African National Accreditation System (SANAS)

SANAS was established in terms of Section 21 of the Companies Act, 61 of 1973,
registration number 1596/00354/08. On 1 May 2007 it became a public entity with the
promuigation of the Accreditation for Conformity Assessment, Calibration and Good
Laboratory Practice Act (Act 19 of 2006). SANAS is recognised by the South African
Government as the single National Accreditation Bady and their certificates are a formal
rec_ognition of an organisation’s competence to perform specific tasks.

SANAS does not develop standards and use international standards, mostly developed
by the International Standards Organisation 1SO and IEC. In addition SANAS use SABS
standards where applicable and where required develop guidelines for such standards.
SANAS do provide accreditation for health Iaboratorres and formally list those which
meet the standards.

* SANAS charges fees for their services and these are prescrlbed by relevant regulations in
the context of the dti.
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b. The South African Bureau of Standards {SABS)

SABS is a statutory body that was established in terms of the Standards Act, 1945 {Act
No. 24 of 1945) and continues to operate in terms of the latest edition of the Standards
Act, 2008 (Act No. 29 of 2008) as the national institution for the promotion and
maintenance of standardization and quality in connection with commodities and the
rendering of services. SABS publishes national standards which it prepares through a
consensus process in technical committees and provides information on national and
international standards.

The SABS conformity assessment services include system and product certification,
laboratory testing and inspection functions.

The Department of Tréde and Industry (the dti) benchmarked the SABS regulatory
system internationally air}d concluded that the practice of having a standards body as a
reguiatory bedy is notiioptimal or advantageous., After careful consideration of the
benchmarking results aﬁd public input the shareholder (the dti) decided that the SABS
Regulatory Division should be a separate agency reporting to the dti.

SABS accreditation is specific to a certain process or product and where these do not
meet the standards, they can not display the SABS certification logo.

The fees charged for SABS services are prescribed and reviewed regularly.
. €. The South African Council for Medical Schemes (CMS)

The Council for Medical Schemes is a statutory body established by the Medical
Schemes Act {131 of 1998} to provide regulatory supervision of private health financing
through medical schemes. The governance of the Council is vested in a board appointed
by the Minister of Health, '

CMS monitors the impact of the Medical Schemes Act and recommend improvements,
They also secure adequate protection for beneficiaries by approving the manner in
which medical schemes carry out business and by monitoring their financial
performance.

The CMS supports the work of trustees and promote public understanding of the way in
which medical schemes function, it is empowered to take fair and timely enforcement
actions and it can investigate and resolve complaints of beneficiaries. Importantly the
CMS adopted an appro;a'ach to develop strategic alliances with counterpart regulators
and other bodies.

The CMS, as a statutdry regulatory body can legally enforce compliance through
accreditation and de-acEreditatEon. This is similar to SANAS which has become almost
an overarching accreditation Yody which accredits SABS and other bodies engaged in
accreditation. :

Fees for the services of the CMS are prescribed through relevant regulations and the Act
enables CMS to carry out its mandate adequately in terms of financing and funding.

d. The Department of Public Service and Administration — ‘Service Standards’ {Batho Pefe)
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Batho Pele, a Sotho translation for 'People First', and is a government-wide approved
Cabinet initiative to get public servants to be service orientated, to strive for excellence
in service delivery and to commit to continuous service delivery improvement. It is
meant to be a simple and transparent mechanism, which allows citizens to hold public
servants accountable for the level and quality of services they deliver

The quality assurance standards and norms implemented and evaluated through the
Batho Pele programme emanates from the Constitution and the White Paper on the
Transformation of the Public Service. The Batho Pele programme investigate and
evaluate the application of personhel and public administration practices, and report to
. the relevant executive authority and legislature. The programme can investigate public
service employee grievances (specifically where rt concerns official acts or omissions)
- and recommend appropriate remedies. In addition they monitor and investigate
adherence to applicable procedures in the put;llc service and advise national and
provincial organs of state regarding personnel practices in the public service, This can
include recruitment, appointment, transfer, discﬁérge and other aspects of the careers
of employees in the public service.

The enforcement mechanisms inherent in the programme appear tocthless unless there
is a clear violation of legislation.

The Council for Health Service Accreditation of Southern Africa {COHSASA)

The Council for Health Service Accreditation of Southern Africa {COHSASA) is a non-
profit organisation that assists a range of healthcare facilities to meet and maintain
quality standards. It does so by enabling healthcare professionals to measure
themselves against standards and monitor improvements using quality improvement
methods, international accreditation standards and a web-based information system.

The quality assurance norms and standards used by COHSASA are developed,
implemented and evaluated in line with the principles for standards development as
outlined by the International Society for Quality in Health Care {iSQua).This includes
defining systems and processes required for safe and quality patient care in a full range

_of hospital services/areas of operation.

' The COHSASA model clearly indicates that the consideration of local conditions in terms
of the development of systems and processes is irﬁportant.

COHSASA, as a voluntary accreditation institutiogai‘;, developed a partnership approach
before, during, and after the quality assurance pracess. On receiving COHSASA"
accreditation, @ ‘member’ continues to benefit from ongoing training, support, and
quality improvement. i
- COHSASA charges fees for their services and it ogerates as a Settion 21 company. The
fees they charged are approved by internal mechanisms under the auspices of the
COHSASA Board of Directors.

As a Section 21 Company COHSASA amassed extensive experience during the last 13
years where it relates to accreditation in the health sector.
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As indicated earlier in this report, work undertaken as part of the benchmarking study
also focused on two so-called new generation regulators for the purpose of evaluating
their approaches to amongst others regulation, enforcement and stakeholder
relationships. ' '

The Financial Service Board (FSB)

The FSB initiated a new supervisory framewaork in 2005. This approach moved from a
compliance-based to a:risk-based approach. The risk-based approach is in line with
international trends, alléﬁ;wing for proactive supervision and enabling the early detection
of patential problems and promoting the continuous management of risk to facilitate
proactive supervision in'line with global trends, known as Risk-Based Supervision.

Where the FSB uncover non-compliance a number of enforcement measures can he
undertaken, including:

® Debarment of individuals, effectively prohibiting them from practicing in the
industry.

*  Administrative penalties, relating t6 the late submission of the required documents
and reports as well as the late payment of levies. In addition overdue levy
payments can be enforced through court orders.

®  Recovery plans can be issued to a non-compliant firm, outlining the actions that the
firm is required to take to comply with the FSB regulations. These can include
management changes, the hiring and firing of staff as well as operational changes.

* Licence suspension / withdrawal / provision changes. Here a notice of suspension is
issuefl to the firm, providing the institution with a period in which to undertake
corrective action. Where the firm fails to comply, a notice of intention to withdraw
the licence is sent to the firm. More time is given to the institution to undertake
corrective action before the license is withdrawn. The registrar is empowered to
suspend or withdraw a licence for non-compliance, incomplete disclosure and non-
payment of levies, - :

*  Curatorship / Liquidation. The FSB may make a court application for the curatorship
or liguidation of an institution where there is sufficient evidence of financial
mismanagement and risk. :

e Punitive penalties. The registrar of the various divisions may refer a case to the
enforcement commi_ttee for punitive penalties against a serious offence.

The FSB is implementing an innovative approach to enforcement in the form of an
Enforcement Committee which collectively considers and decides on relevant actions.
This has been done in a phased manner, migrating selective enforcement measures to
the Committee and assessing the effectiveness of the Committee before making a
decision on whether to migrate additional responsibilities. The FSB indicates that the
Enforcement Committee has provided the regulator with a significant tool in enforcing
regulation speedily and effectively. A similar model may prove useful in the health
sector. - ' -

The National Credit Regulator {NCR)

The NCR has a variety of enforcement tools at its disposal. These include:
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¢ Entering into a formal undertaking with the non compliant registrant. This formal
~ undertaking is a consensual legal agreement between the NCR and the registrant to
Jimplement certain actions to achieve compliance within a certain timeframe. The
inveétigétions and prosecutions unit is responsible for conducting follow up on site
visits to ensure that the registrant is indeed complying with the terms of the formal
undertaking. _
‘e Issuing a compliance notice. The NCR uses compliance notices following the
' conclusion of an investigation. A compliance notice may be used where a registrant
' that has either failed to comply with a provision of the Act' or alternatively is
engaging in an activity that is inconsistent with the provisions of ihe Act.
- & . Referring a matter to the National Consumer Tribunal to obtain:an order. The NCR
may apply to the Tribunal for an order against a registrant. The Tribunal may either
- confirm or set aside the decision of the NCR. Should the Tribunal confirm the
decision, then it may engage in high court action.
‘e ' Engaging in high court action. The Act aliows the National Credit Regulator to enter
; into civil enforcement action. This has occurred in the past where the regulator and
i+ tribunal have differed or alternatively where the NCR has sought a declaratory
- order:to clarify the interpretation. of the lav/ or declare a conduct prohibited in
terms of the Act. The NCR has also sought liquidation orders against registrants In
order to recover monies on behalf of consumers.

=-The NCR also works closely with other regulators and law enforcement agencies. Cases
~of fraud and criminality are investigated and referred to the SAPS. The effectiveness of
: the relationship between SAPS and the NCR is however largely dependent on the person
: whom they work with. For example, great success has been achieved in the Eastern
"Cape in prosecutmg registrants for non compliance with the Act because of the good
relatlonshlp built between the NCR’s investigator and the SAPS representative.

Regulatory Coordination and / or Collaboration

The British regulatory system is built on a system of coordinated enforcement. In cases,
where other government agencies or a regulatory agency have the power to take action,
the CQC will work with them to coordinate their actions in order to avoid duplication. In
particular, the CQC works with other regulators such as the UK Health Ombud and the
Regulator for NHS Foundation Trusts to coordinate enforcemient actions, as well as with
the professional Councils. Moreover, the CQC reports ail hon compliance to the National
Health Service and their sub-national structures (the Strategic Health Authorities), to the
local authorities {who in the case of social care, agree with providers on service
standards), and other relevant authorities.

The basis for the coordinated enforcement approaéh is a concordat signed between the
€CQC and 9 other organisations that regulate, aug:[it, inspect and review elements of
healthicare in England. Underpinning this approacff to coordinated enforcement are a
number of tools that enhance and deepen the reguléﬁtory landscape in the health sector.
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The regulatory mandate of Haute Authorite De Sante of France {HAS) has expanded
significantly moving away from a narrow focus on certification towards a comprehensive
model of regulation of the health sector. The HAS now focuses on regulating the value
chain in the health sector — that is people, processes and material. These changes are a
good example of how regulatory schemes evolve over time to regulate value chains
rather than a specific component. This understanding is particularly useful in the context
of the implementation of the National Health Insurance System. Whilst the envisaged
mandate of the OHSC is éurrently limited to certification, its role may indeed expand or
change under a system of national insurance where the price of health care can be
dlrectly linked to quality. .

Moving towards a system of value chain regulation eliminates the issues of concurrent
Jurlsdictions, [n the ca:se of the HAS, while the organisation certifies health
establishments, it is aiso responsible for accrediting health professionals. Any
transgression by a hea!th?;professional identified during the certification process may be
referred to the appropriaf:é commission within the HAS.

The HAS approach shows that a system of coordinated enforcement may avoid
duplication of resources and be effective in achieving the regulatory outcome of quality
improvement. Coordinated enforcement is founded on two cornerstones.

First, a mature system of data collection and information sharing amongst government
agencies and regulators is required for the quality regulator to identify instances of non
compliance.

Second, clear and defined responsibilities between the regulator and othef government
agencies are required for the system of coordinated enforcement to work. In other
words, legal agreements, systems and processes have been developed that allow the HAS
to communicate effectively with the relevant government agency. For example, the HAS
and ARS (National Health Insurer) have developed a ‘mission et travaux’ {protocol) that
details how the two organisations should 'work together.

Interestingly, the quality standards themselves are not regulated through legislation in
France. Rather, the standards are published in a manual which is revised every few years,

Strategic Independence and Legal Precedence

The findépendence of a regulatory body is generally entrenched in law and, as is the case
with the envisaged inde-’pende’nt entity to regulate quality in the health sector, is
con5|derec! critical for the functlonlng of a successful regulatory body.

From the comparative benchmarkmg studies there are four aspects of mdependence that
are gemera!wr entrenched ih the governing acts of regulators:

» governing legislation should provide security of tenure for the Executive Officer

* the entity should have control over the appomtment of staff as well as the
management of its own resources; j

¢ the entity should be able to make decisions on its core functions without prior

- approvai from oversight department; and
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* the entity should be able to publish and report on its findings to the public.

In terms of South African legal precedence established in Hugh Glenister versus President
of Republic of South Africa & others and its relevance to independence generally, the
Constitutional Court identified two components to independence:

» Structural components
* Operational attributes

The ruling indicated that an entity did not have to be set up as an independent body to
.achieve structural independence and structural independence could be provided for
through elements within legislation governing reporting, oversight and decision making of
such an entity.

In terms of international approaches to the quesfion there are ample examples where
International literature sees regulatory independence as a structural concept. In addition,
regulatory independence is seen as augmented by, credible, transparent and consistent
regulatory processes for government to deliver on hégulatory accounts.

It could therefore be surmised that effectiveness a< an independent regulator is based on
both strong regulatory independence and strong regulatory processes.

The structural aspects of independence are largely a political decision and more often
than not this is codified in the legislation establishing the entity.

The CQC in the United Kingdom has a Board whose Chairperson is appointed by the
Parliamentary Health Committee on the recommendation of the Minster of Health, and
who reports directly to the Department of Health but indirectly may be called to report to
Parliament. The UK Health Ombud is appointed by the Queen and reports to Pariiament.
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SETTING STANDARDS AND NORMS

The benchmarking exercise covered definitional issues as well the process of development of norms
and standards to be used as part of a health guality regulatory approach. In addition some studies
pointed to the importance and exp_érience of clarifying issues related to maximum and minimum
standards; accreditation and Iicensing; as well as the utilisation of own or international standards.

The use of standards for measuring the quality of health care is not a new concept but has gained
momentum as there has been mcreasmg advocacy for health care organisations to take
accountability for the health care; /offered. Many countries recognise the need for standards,
particularly for hospitals, and are pursumg their establishment.

1. Definitions

The terms “norms and standards” are commonly used and there are several definitions of these
in the literature.

In general terms a “norm” is defined as “the standard pattern of behaviour that is considered
normal in a particular society, the usual situation or circumstances, or the required level of
achievement and the range of functioning that can be expected of members of a particular
population”.

A “standard” refers to “the level of quality or excellence attained by somebody or Something, or
a level of quality accepted as the norm or by which actual attainments are judged”.

However, caution should be exercised in the context of quality of care discussions. in 1981,
Donabedian, arguably the most influential author in the field of quality in health care, proposed
that standards, criteria and norms should be redefined to distinguish them from one another.
At the time, Donabedian suggested that “quality assessment requires specification of :
phenomena that are usually attributes of either process or outcome; a general rule of what
constitutes goodness; and a precxse numerical statement of what const:tutes acceptable or
optimal goodness with respect to these phenomena”,

Norms are often defined in quan_tltatfve terms (e.g. 3 beds per 1000 population), and may refer
to access, input {structure) and éctivities of health services. An example of an access norm is to
specify what propartion of the ébpuiation should be within two kilometres of a primary health
care service (e.g. 80%). Input .norms which refer mainly to health personnel, facilities or
finances are usually tied to a common denominator {e.g. one clinic per 20 000 peopie). Process
norms relate to care, service or management (e.g. all children should be fully immunised by the
age of one year). However, it has been argued that meeting such norms does not mean that the
institution is providing quality care.

The comparative analysis found that although norms and standards are often used
interchangeably, in practice, the focus of external quality assessment bodles in almost all cases
are on standards, rather than on norms.

Although there are various definitions of standards, the definition provided in the National Core
Standards of a “statement of an expected level of performance that forms the basis for
providing dua]'ity care, as they set out the anticipated best practice in a given context” will be
used in the remainder of this document. ‘
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Purpose of measurement and choice of approach

Re!event, objecti've, and measurable standards are essential if the expected improvement in
health care quality is to be achieved. Clarifying the purpose of setting and measuring the norms
and standards is critical, and in general standards should refiect or be coherent with existing
policy. Three primary approaches to the standards-based evaluation of health care quality and
therefore to the type of standards to be set have had broad health sector acceptance for many
years: licensure, accreditation, and certification. | %

Standardgs-‘used for accreditation most typically are set through a process of eipert in‘put and
consensus at a maximum achievable level to stimulate voluntary improvement over time and
address organisational rather than individual practitioner capability or performance. Criteria or
standards used for licensure, on the other hand, are most typically set at a minimum level
consistent with ensuring that the organization has the essential components required to
provide care to patients in an environment with minimum risk to health and safety and are
mandatory, Certtf' cation is an approach that may address individual practitioners as ‘well as
organizations or components of an organization {e.g., laboratory or radlolpgy services), such as
the 15O 9000 standards which evaluate conformance to design specifications., !

The recent expansion in mandatory accreditation programmes backed by government policy or
legislation and at times inked to funding mechanisms has however begun to blur these classic
definitions, w1th approaches and standards that are more of a hybrid in terms of scope and

process .
i

Accreditation-type standards, unlike minimum licensure standards designed to protect public
safety, must encourage health care organizations to conti:nuous!y seek to improve quality while
recognizing what is possibie to achieve given potential resource limitations. These standards are
typically developed by a consensus of health care experts, published, and reviewed and revised
periodically in order to stay current with the state-of-the-art thinking about health and
evolutions in the policy environment.

The philosophy of “doing the best, given available resources”—is especially important to
consider in developing countries where resource limitations can significantly impact an
organization’s ability to achieve optimal performance. If the standards are set unrealisticafly
high, organizations will feel demoralized and unmotivated to work towards meeting them;
however, incremental improvements may be possible and should be rewarded. Issues of
inequity in resource allocation are also critical to consider if mandatory compliance is
envisaged.

Development of Standards and Norms

Two paths towards the development of standards have been indentified: that of utilising
international standards or of developing national ones. While the first path is much faster to
initiate, the second can take anything from 3 to 5 years. However the dissemination and uptake
of natlonally-deveioped standards may then take less tlme as they reflect the local ethos and
policies. There is also a debate regarding the extent to Wthh “international standards” are
appropriate within the resource availability and heaith system models of middle-income or
developing countries. While standards must be evidence-based, they inevitably reflect choices
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that have been made with regard to expectations and approaches and these would need to be
taken into account if sustainability and ownetship are to be assured.

While various countries in the world are in different stages in their use of standards as a means
for managing quality in health care, all started in a relatively small way and some such as the
Quality Care Comrnission in the United Kingdom have become Sophisticated -and deeply
entrenched in the health system as a whole and others are beginning the journey with
statements of intent and proposals such as those recently issued by the government of
Bangladesh. Even those who have recently commenced developing comprehensive standards
for health care establishments have had standards for various legislated aspects of health care
such as radiation management, medicine control and training of health care professionals,

The comparative analysis found' that the development and establishment of nationél standards
is a difficult and time-consuming task that requires the appropriate use of evidence,
consultation and consensus—bujlding with numerous stakeholders, pioting and field-testing,
monitoring and evaluation, and ;beriodic and ongoing revision. However rigorous the process to
develop them is, practical difficulties will arise in their measurement, policies and health needs
will change and new evidence will become available making it necessary for a review system.

Our international review showed us the many different ways used in determining a set of
national standards. These include:

* The CQC in the UK uses a set of 28 outcome standards reflecting the experience of patients
and set by the Department of Health, but has recently proposed a focus on a sub-set of
these in response to public concerns. These standards have evolved over a long period of
time to reflect a changing policy environment.

¢ The UK National Health Service Litigation Authority (NHSLA) also has Risk Management
Standards, these standards cover both patients and staff, reflecting the vatue placed on
staff and the importance of protecting staff capacity for care provision.

* The Health Information and Quality Authority (HIQA) in Ireland monitor standards approved
by the Minister of Health and reflecting largely media concerns with quality. Standards are
high level and outcome based (e.g. “effective leadership”) but do include clinical
management.

¢ Accreditation Canada generates the standards that they assess and reviews them every 3
years. ‘

¢ In Australia, the Council on Héalth Care Standards sets standards that were originally based
on the UK standards, throu__igh a process of ensuring expert inputs on and reviews them
every 4 years. i ‘

e There is a separate body (the Australian Commission on Safety and Quality in Health Care}
that has also set standards in the area of its specific remit through an expert working group
process,

+ In Malaysia, the Malaysian Sdtiety for Quality in Health used the Australian standards and
adapted them through an ext@ensivé process of consultation and expert input.

Page3iof75



Nationzl Department of Health
Benchmarking the regulation of Quality

Some lessons learned from international experience during the early processes to develop
standards and norms for the South African context and the institutional comparisons showed
that;

It is important to distinguish between mandatory (supported by legislation or regulation)
stqndards and voluntary standards as they are used for different purposes.

Requirements to comply with standards will not bring about meaningful improvement to -
patient outcomes and quality care unless they are part of a quality management system.

The purpose of having standards in a health care system may include an attempt to resolve
problems by providing guidance to best practice, as well as a means to assessing compliance
to legislation. '

Experts in the subject field as well as in the developfnent of standards and measurement
tools are needed to ensure credible standards. -

A robust and recognized system of development based on expert committee consensus and
best-practice evidence is the most widely accepted method of developing standards. This
must be followed by a system of formal approval before being used in the public domain.

The funding of the development of standards wili vary depending on the purpose and
whether they are mandatory or voluntary standards.
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ASSESSMENTS AND INSPECTIONS

The benchmarking exercises for the implementation of external assessments and the concomitant
inspections covered the different possible methodologies to implement assessments including
appraisals, assessment, audits anéﬂ inspections, and whether these should be voluntary or
mandatory. It examined the wez‘skneisses and strengths of announced and unannounced inspections
as well as whether these should be approached on a prioritised basis or based on periodic routine
visits. Lastly it also considered experiences and lessons for the recruitment, selection, placement and
training and quality control of staff implementing the assessments / inspections.

Experience of External Quality Assessment

Prior to 1990, there were only eight countries with national health facility accreditation
programmes, of which those in the United States of America, Canada and Australia were the
most developed. A giobal survey by the WHOQ in 2000 identified 24 operational national
accreditation programmes. The major expansion in external accreditation has occurreci in
Europe and the most recent European survey identified 18 active natiohal accreditation
organisations in that region. The most developed programmes are still located in high-income
countries. Low- and middle-income countries (LMICs) with functional accreditation programmes
include Malaysia, Brazil and Zambia. The Council for Health Service Accreditation of Southern
Africa (COHSASA) has operated a voluntary hospital accreditation programme in South Africa
since 1994, ‘

Despite concerted efforts to look more closely at the experiences of implementing external
quality assurance programmes in countries with similar economic, heaith and developmental
challenges and profiles, this was not possible as such programmes and examples do not exist
internationally. . -

From the benchmarking exercise the current international trends in implementing external
quality assessments are that tl'fa'ere is an increase in the number of programmes managed by
governménts rather than non-governmental organisations (NGOs) with an associated increase
in state contributions to the firij}ancing of national programmes. In general there is-a shift from
the traditional collegial peer-ré{fiew model to semi-regulatory systems and in increase in the
number of systems with manaatory accreditation rather than voluntary accreditation. The
larger the number of facilities participating in national programmes, the bigger the resource
and capacity requirements of the accrediting organisations. Accreditation programmes are
expanding beyond hospital accreditation to include primary care and community-based services
and increasingly health outcomes and patient satisfaction are prioritised over-process norms
and standards. All of these trends are leading to greater transparency and public accountability.

Scope of External Quality Assessment

Although external quality assessmerit programmes have been established in a number of
countries they vary considerably in the scope of their activities. Quality assessments have been
applied to both health practitioners and health care organisations. ‘

i
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In terms of the possible models for quality asses§ment licensing and certification are
commonly used for both individuals and organisations but accredltatlon usually refers to
health care orgamsatrons and or facHities.

A few mature accredrtat[on programmes, such as that of the UK or Australla cover the whole
range of possible activities, although responsibilities are usually shared. between different
bodles Typlcally the regulation of health professionals and health facilities i is' undertaken by
different organlsatlons, although the French Haute Autorité de Santé (HAS), for example, does
both. The most common basic model for facility accreditation focuses on the voluntary
accreditation of pubhcally-funded hospitals. This has been the starting model for most
countries in Europe and Latin America, and has been the COHSASA model i in South Africa.

At a formal Fevel only Italy, France and Scotfand have compulsory accred:tation but where
accreditation is linked to thé receipt of public funds {either directly from government or from
a nhational health insurance type fund), voluntary systems are essentially compulsory in
practice. The major increase in external quality assessment programmes durmg the past
decade is driven fargely by government-led mandatory or regulatory approaches that fall
Iargely into this group.

Some reguiators, such as the Care Quality Comm:ssnon {€QQ) in England had moved to
systems based more on compliance monitoring than regular externdl inspections, but have
recently re-introduced regular mandatory inspections.

NHSLA does not use self assessment as they have had very poor experience of this, due either
to ignorance of the process, or even humility on the part of managers who mark themselves
down. ‘

Lastiy, the health quality systems in many countries have particular programmes focused on
patient safety, but these are typicaily operated by separate organisations such as the National
Patient Safety Agency (NPSA} in England and the Australlan Commission on Safety and Quality
in Health Care (ACSQHC}) in Australia.

The experience of the Healthcare Commission in England, the predecessor of the CQC,
provides valuable lessons on external quality assessment. The Healthcare Commission was
established as an independent body on 1 April 2004 and replaced the Commission for Health
improvement. Its key functions were to: inspect the quality and value for money of
healthcare and public health; equip patients with the best possible information about the
provision of healthcare; and promote improvements in healthcare and publlc health.

As it ceased to exist in 2009, the Healthcare Commission documented its main lessons in the
impiementation of its vision for modern regulation of health and healthcare. These are
summarised below:

* The use of a range of regulatory tools and approaches flexibly in relation to the risks in
providing and commissioning health care;

* Holding organisations to account for the quality of care they provide and the outcomes
for service users;

*  Working with patients and the public; _

* Involving clinicians and clinical bodies in measuring What matters;

ok
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¢ Promoting equal citizenship and giving particular emphasis to the rights and
entitlements of those who find themselves more vulnerable;

e  Making effective use of existing information;

¢ Improving the information avajlable on the outcomes of care and the experlence of
patients;

» Providing accessible and relevant information on the quality of care;

s Ensuring robust intervention and investigation in tackling poor performance;

* Taking a ‘whole system’ view;

* Working in partnership and aligning regulation with other mechanisms for achieving the
Government’s wider goaiis in the system; and

. Bundmg the capability of the regulator to do its jab.

:.Unfortunately, not afl new natlonal programmes to implement externai quahty assessment
“have been successful - a numlper have failed for technical, political or economic reasons. The
recent review of European initiatives noted that many were not thriving. Analyses of the
international experience by the World Bank and the International Society for Quality in Health
Care (I1SQua) have identified important lessons for the successful implementation of a national
accreditation programme.

Lessons learned from national accreditation programmes reflect common problems identified
and can be summarised as;

» the need to clarify whether the major purpose is internal improvement or external
regulation;

¢ the need to match assessment approaches to purpose;

¢ insufficient involvement of key stakeholders and institutions;

o afailure to prioritise culture change through commitment, collaboration and team work;
and

e government domination and protection of public sector weakness or conversely lack of
sustained support and authority.

Other problems identified were the often unrealistic expectations of what such programmes
are able to achieve with a lack of prioritisation, the absence of clear, transparent and credible
procedures backed up hy sustainable funding and adequate resources for the size of the task,
and failure to learn from other &fforts internationally.

3. Inspections for Compliance

The internationat and local corﬁparative analyses highlighted some important design elements
and provided guidance for the implementation of an inspectorate function to implement
external quality assessment in South Africa. In addition the studies shows that initially an
inspectorate function to assess quality may take an “inspections in partnership approach” to
assist with getting health establishments on board. Such an approach could evolve over time
as the regulator matures. '
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Staffing Models

In terms of the staffing todels for an inspectorate unit to implement the external
assessments the geographic spread of health establishments is one key consideration in
establishing teams of inspectors, together with the scope of work to be done and the available
pool of independent experts.

Inspectors are found in different models to be based locally, regionally or nationally; and can
be full-time, part-time or seconded for periods of time from other bodies such as universities
or from the health services themselves. They usually (but not always) work in teams, and may
be from the field of health care or with more generic skills.

Locally or regionally based teams (whether full or part time) have the advantage of reducing
travel time and therefore costs {although office costs di:? offset this), as well as increasing the
pool of available expertise, improving job satisfaction énd strengthening local relationships.
The UK has adopted a model of “home-working” by 'ffndividual inspectors, driven by their
model which includes a large number of small private local social care homes. in the Two key
policy decisions determined the human resource strategy of the CQC, one relates to generic
portfolios in local geographic areas as opposed to knowledge of the field in order to cover this
very large number of smali institutions.. The other linked issue relates to home-working — all
inspectors and many other staff work from home using integrated IT systems and electronic
communication.

Malaysia’s programme appoints part-time inspectors who meet their criteria, then trains and
supports them to conduct inspections close to their place of residence or work. This enables
them to make best use of a small pool of expertise.

A nationally / centrally based team on the other hand enhances the objectivity and
standardisation of the work done, enables sharing of skills in different areas, and more easily
creates an ethos or culture of excellence and integrity within the team. Organisations do also
grow and evolve over time, with a larger workload and greater degree of community linkage
being linked to decentralisation. Monitoring of actions by health establishments to meet
compliance notices for instance is a very time-consuming process and requires sufficient
resources to make it effective.

Quality control and decision making

A draft report on findings is usually provided to the service being assessed both for their
information and to give them a fair chance to respond and if necessary to clarify their findings.
Before a report is finalised and a decision taken on the;,fformal status, benchmarking studies
indicated that clear decision-making processes are critical to ensure the validity and credibility
of externai assessments. As the outputs are difficult to assess objectively a robust peer review
and organisational process will need to be set up tf) ensure inspector consistency and
compliance with internal quality standards. H

Such processes should ideally include a formal validation and quality control process both
within and between teams and across management units, as well as review by an executive
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governance structure, to ensure consistent, valid and complete reports are submitted to
heaith establishments.

CQC has developed a Guide Which assists them CQC in making a judgement on whether an
establishment or part thereof is compliant or not. The call to make such a judgement goes
through four stages. Stage 1: determining whether sufficient evidence exist to make a
judgement about compliance; Stage 2: Checking whether the evidence demonstrate
compliance with the regulatiéns Stage 3: Determining the impact on people who use the
services and the likelihood that this will happen again (risk assessment), and Stage 4
validating the judgement.

Certain key points are considered in Stage 1 in determining the weight of the evidence at
hand, whether the evidence is current, reliable, relevant, sufficient, includes users and
specialists’ inputs.

Demonstration of compliance with regulations in Stage 2 means a process is followed of
checking any beach of regulated activities or standards and if any breach took place Stage 3
then looks into the impact of such breach on the users, impact maybe minor, medium and
high and the likelihood of such occurrence may be unlikely, possible or almost certain.

Final decisions on regulatory and enforcement actions are usually made through some form of
Executive governance structure {a Board) or through a Committee of senior staff {(as for the
€QC) which may bring in outside expertise and sometimes representatlon from the health
services themselves. T

Phasing and prioritisation

Most of the regulators interviewed used some form of prioritisation mechanism.

Inspectors internationally use a variety of techniques to help them prioritise assessments and

workloads, depending on the ;iurpose of the programme, Some examples include:

. Focussmg activities in a specn‘“ ¢ type of service or facility;

. Proflles for each health establishment based on monitoring of mdlcators to predict the risk
of non compltance on important outcomes/standards using a combination of qualitative
and quantitative data from various sources; ‘ .

* Focussing on the high risk health establishments first and sampling the medium and low
risk establishments such that all health establishments are assessed within a specific
timeframe

. Alternatwe[y some programmes will accredit those establishments who apply once they
are sure they can meet the standards;

o Evaluation of self assessments performed by health establishments to determine which

' standards to focus on in an inspection instead of assessing compliance with ali; and

¢ Use of self assessment-type desktop reviews to assist in preparation and contextualisation

prior to inspection or for determining compliante without necessarily inspecting.

In a situation with a large initial workload of inspections and a relatively small number of
compliance officers to commence inspections, prioritising which health establishments to
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assess and in what detail would be important. Many of these technigues increase the capacity
of the lnspectors and provide an ongoing assessment of comphance W|thout always

necessﬁatmg an onsite full inspection

Inspectors

The comparative analysis indicated that the competencies and skills of the staff implementing
external quality assessments are crucial, as the credibility of their findings rests on this.
Inspectors would generally also have a relationship-building, ambassadorial role in relation to
the providers they assess, work with and the other regulatory bodies and forums involved in
delivering care to patients.

The competencies, roles, performance and training for inspectors should be tailored to the
nature of inspections they will be performing and the degree of judgement they will have to
exercise. An example of applying such considerations can be seen in the difference the Council
for Medical Schemes indentified between 2 categories of “inspectors”, hamely compliance
inspectors and investigators {e.g. of irregularities). Compliance inspectors are fower level,
multi-skilled employees while those who are required to perform investigations would need
to be more highly skilled and experienced evidence gatherers with competencses in auditing,
investigations or law; and :

Training was generally found to include a mixture of class room learning and on the job
trainiﬁg under the supervision of a buddy or mentor to ensure competent inspectors. Ongoing
peer review ensures that inspectors maintain their competence and that the standards are
maintained at a higher level, }A

Established bodies revealed that performance management systems for inspector should
include an element of 360 degree review by others in that inspector’s team and their line
manager, carried out with some frequency..

However, in a role such as this, technical competence is not sufficient. Ethical considerations
and culture play an equaily important role. Building an organisation from scratch would need
to ensure this aspect is accorded the importance is deserves. The CQC faced a particular to
build a new identity from the three different organisations and their process to develop and
change the culture included:

¢ utilising a baseline staff survey as kick-off (which will be repeated in future);

* aframework for values and behaviour were developed by the staff and it feeds into the
Performance Management System; )

* aregular staff-nominated awards process reflecting these values;

* working towards a “professional Regulator” identity; and

+ providing r'ecognition for qualifications.
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INFORMATION AND KNOWLEDGE MANAGEMENT

The benchmarking exercises examined quality reporting systems, the use of risk profiles to prioritise
assessments and serve as a guide for intervention and also looked at the functions of an early
warning system. Some attention was paid to the desigh approaches for establishing composite
index-based specific and routine data reporting which could form the basis of quality risk profiles.
The possibility, and International experience, of monitoring the trends of important outcomes such
as mortality outliers as well as the use of complaints were reviewed in relation to an active
surveillance or Early Warning system

These exercises pointed to the requu‘ements for sophisticated analysis and knowledge management
capacity and the value and rich knpwledge base which analyses across areas and categories can
provide.

i
1. Monitoring, reporting and Iearniing systems

In general, the most important function of a quality reporting or information management
system is to use the results of inspections, complaints investigations and data analysis to
formulate and disseminate recommendations for systems change and quality improvement.

A 2005 WHO review on national adverse event reporting and learning systems found that:
existing national reporting systems aim to improve patient safety, but exhibit great variation in
sponsorship, support, participation, and function; that reporting tends to be voluntary; and that
a major issue for all reporting systems is confidentiality. The review also found that the ability of
national reporting systems varies according to the sophistication of the analyses and that many
countries do not have the human or financial resources to carry out the plans they make.

Consequently, the WHO identified key characteristics of successful quality reporting systems
which can bhe summarised as systems which are non-punitive, responsive, ensures
confidentiality, retains independence, utilises expert analysis, conduct analysis and make
recommendations timely, have a strong systems focus and orientation and is supported by
adequate financial and human resources.

The literature review revealed verv little published literature on the organisation of information
management within health accredltatlon programmes. Such information had to be obtained
directly from accreditation organlsat:ons as part of the institutional comparison.

The Healthcare Commission in England used information in two ways:

¢ To provide a view of risks |n the system of health care and to give early warning of which
. required some form ofacttdn including intervention.
¢ To report publicly on the performance of organisations, services and those managing
pathways of care, so as to enable people to make better informed decisions.

Their key strategles for implementing information management included:

' Adoption of an information-led, risk-based approach to regulation. .

e Significant investment {amounting to some £16 million) to create its analytical and
: technological capability.

. 1Estab|ishrnent of benchmarks for performance.
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* Utilisation of existing data generated by the NHS and others to answer questions about
quality.

* Communication to the national health system that it ought to know what it is doing; should
be able to assess its own performance; and be held accountable on behalf of the public as
the taxpayer. :

* Limited deliberate and targeted use of inspections, informed by a risk-analysis ~ particularly
in areas where a range of additional sources of information was lacking {such as the quality
of services for those with learning disabilities, or the treatment of older people in hospital);
where information suggested that questions needed to be asked which could only be
answered by visiting; and on a more random basis, and unannounced on occasions, to ‘keep
the system. honest'. _

* Production of an annual rating of organisations’ perfoi"mance starting with a post hoc audit
of performance. The Annual Health Check involved. the overall analysis of existing data,
including the views of patients and the public, to prov:de an assessment of the extent to
which there were risks that a service provider might not be able to deliver good outcomes.

¢ This analysis was backed up by targeted inspections, and was developed over the years.

® Gradual development of the capacity to engage in ’re_ﬁél time” surveillance of performance,
through refining the information available, and pro'&idfng an early warning system when
things were going wrong so that action could be taken. From the perspective of the
regulator, it meant that Jess emphasis needed. to be piaced on lengthy investigations of
things that had already gone badly wrong and more on collaborative working between the
regulator and others to identify problems early and work to resolve them. (It should be
noted however, that this concept of “light touch regulation” has recently been replaced in
the work of the CQC which succeeded the previous HCC.) ‘

Early Warning System

An Early Warning System {EWS) is a surveillance system which collects information on specific
events in order to trigger prompt improvement action. In this specific case, a health quality
early warning system would detect risks to or breaches of quality standards in order to trigger
quality improvement action.

The role of a national EWS is to conduct risk identification, monitor quality against a legislated
set of core standards, and communicate alerts (report on quality). The key functions of such a
national EWS should thus be to ensure the primary and secondary prevention of breaches in
quality, specifically:

¢ Earlyidentification of a risk to patient safety or quality t'o enable preventive action;
+ [dentification of risk to the certification status of a health establishment to enable
preventive action;

* Early appropriate remedial dction after a serious event or catastrophe.
i

Four main elements of an EWS are described by the Unifed Nations, namely Risk assessment,
Monitoring and predicting, Communicating alerts and Response. The application of these
elements can be seen in the systems already developed in the UK which is how being expanded
in other countries such as Australia and Canada. ‘These-elements serve to idéntify risks to
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quality through drawing on multiple information sources in order to prioritise compliance
action.

Risk assessment

This initial step involves identifying any risks to the patients’ safety and risk to the compliance
of the health establishment.-In the UK system, several methods are sued to assess risk:
through the creation of composite “quality risk profiles” (see below) using multiple sources of
information; through analysis of key outcome data {such as mortality statistics} to identify
unexplained outliers, and through statutory notifications of defined critical events.

Monitoring:and predicting

This entails monitoring the events described in section above hy relevant institutions through
all of the prescribed reporting systems. The information provided can be converted into
estimates of the potential risk,

Communicating alerts

The quality risk profile (QRP) database is updated monthly as new information becomes
available and the updated summary is made available to each institution. The institutions are
able to atcess the information through a web-based online system. To ensure that the
institutions are able to use the QRP effectively, CQC produces detailed guidelines on how to
interpret the QRP,

Response

The response may involve temporary closure of a ward or loss of certification status.
Corrective action or concrete: response to a breach in quality would be the function of the
broader EWS and the health establishment. In response the following can be done:

 Categorization of the event according to its severity
* Undertake the root cause analysis of the organization.

e Publication of annual review of events

Risk Profiles

From these interviews and benchmarking discussions it is clear that the development of any
quality risk profiles should be guided by the following broad principles:

o Quality risk profiles are created by primarily bringing together existing information, from a
number of different data sources;

e Both quantitative and gualitative data on the health establishment Is important. A wide
‘range of data sources for developing and updating a risk profile should be used, whilst
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i

acknowledging that each of these data sources has the:r limitations in terms of usefuiness
completeness, comprehensiveness and accuracy; ‘

in order to do this a Quality Risk Profile (QRP) of a health establishment is created as descrlbed
in detall below. Thus the QRP serves as a tool for risk assessment and is used by the regulator
(in this'case by the inspection teams) to guide the work of the inspectors. The QRP are created
by bringing together existing information and also using information from a number of sources.
Both qualitative and quantitative data is used in developing the QRP.

Each source of data is weighted according to the quality of data and its relevance to a particular
standard. Usmg the QRP each health establishment is classified into one the rlsk categories
called RAG (Red Amber and Green). -

The QRP database is updated regularly as and when more information becomes available. QRP
takes mto c0n5|derat|on the different types of risks namely: '

. Inherent risk: The risk attributable to an organization by virtue of its case- mlx '
. S:tuatlonal risk The risk attributable to an organization by virtue of its context

. Populatton rlsk features in the local population that have been shown to affect care
outcomes or access to care

¢ Uncertainty R;sk Assessment of the completeness of the above types of rlsks

¢ The mternatlonai literature suggests that an early Warnlng system (EWS} is “not the
responsibility. of a single organisation or reliant on g single process, but that its success
depends on the culture within and between organisations which, in turn, needs to be
underpinned by robust systems and processes and clagity around roles and responsibilities".

A critical set.of indicators can be further extracted from the EWS and these indicators wiil be
monitored on a weekly basis, in order to identify immediately serious breaches in quality at
heaith establishment level and those that are threats to the patients’ safety. These indicators
could serve as a sub-set of indicators that are treated as notifiable events.

The purpose of such a ‘sub set of indicators is to facilitate prompt reporting on serious incidents,
communicate alerts immediately, in order to prompt an immediate response that will prevent
further harm or manage the risk or its consequence. These indicators will also inform the QRP.

CQC has surveillance “Outliers” and Analysis Department. This department uses mortality
notifications provided by NHS Trusts and a private agency for analysis. Statistical time series
techniques are used to identify where mortality data / figures are worse than expected
{threshold set based on historical series). Despite this data is quite hard to analyse due to
incomplete data sets and low reporting rates.

The CQC also review emergency re-admissions (within 28 days of discharge) for specific
procedures; as well of maternity services,

i anything is found, an action plan is developed and implemented by the Trust; Inspectors will
monitor this. In about 40% of cases the Trust does develop an action plan for improvement in
response to alert. However nothing serious has been picked up over the past year or two. Now
serious cases seem to be very rare. Trusts act proactlvely before investigation and this does
seem to have worked, though sometimes investlgatlons are’needed.

i
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¢ Data sharing agreements can secure access to required data. information should be
weighted according to the quality of data;

e A quality risk rating for each facility. This risk rating may be a single metric for risk or a risk
rating may be developed for a number of different categories of risk. As nhew data sources
are identified, validated and evaluated and technology becomes more sophisticated, new
indicators can be used to create risk profiles and risk ratings; ‘

* Health establishment information in an easily accessible format. Providers should be able to
access and know what their risk profile is and how it was computed (with security and
access levels clearly defined'):,i

¢ The information contained in a risk profile is dynamic and should be updated on an on-going
basis. Risk profiles and risk ratings to be updated regularly.

¢ Far more emphasis and resc‘::urces and resources are now being channelled to supplement

risk profiles with freguent énd un-announced on-site inspections, as the only method of
' ensuri'ng a full and objectivel_picture of a facility i h

It is important to note that building credible, comprehensive and accurate risk profiles for
health establishments is a long term investment and will take long to develop and refine. With
time, as the system becomes more sophisticated and additional data sources, including NDoH
routine statistics, become more reliable and are validated, information from clinical teams,
morbidity and mortality meetings, specific conditions and how they are treated (for example
diabetes and hypertension) and specific quality refated indicators can be included.

In terms of the structure of risk profiles it should include both basic health establishment
information as well as the actual risk ratings.

Certain events or occurrences are considered to be of major or immediate risk and as such are
indentified

Knowledge management

The information collected in and for the quality risk profiles and early warning system would be
a rich source of understanding of the health system, enabling analysis across standards, across
establishments, across services, across geographical regions and across user groups. The added
advantage is that mandatory reporting may improve the completeness of the data, while on-site
verification if bresent is an opportunity to improve the quality.

Such data sets have enabled regulators to contribute to the understanding'of the ﬁea{th system
as well as to influence policy ar‘;'jd planning. However the Health Care Commission also stated
that the degree of influence théy achieved on the UK National Heaith Service was less then
intended or anticipated. The reasons for this would need to be examined.
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COMPLAINTS MANAGEMENT

The international review showed that complaints management should include both considerations
of patient rights and expectations as well as clearly documented complaints management
procedures. In both cases the benchmarking studies provided valuable pointers for establishing
compiaint management procedures and systems.

In establishing complaints mechanisms the benchmarking exercises considered approaches where
complaints are managed locally i.e. at the level of the institution or facility with the possibility of
escalation levels if complaints are not resolved, and examples of complaints mechanisms that are
operated as a completely separate channel and not linked to facilities. It also looked at the use of
complaints systems as a form of active surveillance to identify system failures as well as the
possibility of utifising a complaints mechanism as a whistle blowing channel

il

1. Complaints and patient expectations '

The Netherlands Institute for Health Services Research noted that a common finding in several
studies was patients' dissatisfaction with complaint handﬁng in health care. While the reasons
why were for the greater part unknown, they thought that an answer might be found in a
better understanding of patients' expectations. ;

In a study published in 2006, they investigated patients’ expectations of complaint handling in
74 hospitals in the Netherlands, regarding what they expected as a fair process and response.
They found that “the predominant reason for complainants to lodge a complaint was to prevent
the incident from happening again”. Patients also expected to be treated respectfully, and to
receive a response from the health professional and disclosure of any mistake that had
occurred. Only a minority of complainants {7%) wanted financial compensation. The study
concluded that “nearly all complainants want to prevent the incident from happening again, not
out of pure altruism, but in order to restore their sense of justice, (as) complaint handling that
does not allow for change is unlikely to meet patients' expectations”.

The Health Care Commission in the United Kingdom (the predecessor of the current Care
Quality Commission), focused on strengthening accountability in health services. They adopted
a range of tools for measuring compliance and improvement Including listening to users and to
staff. This was done through surveys, focus or user groups but also through complaints, The
HCC had the responsibility for reviewing cases where the complainant was unhappy with the
response received from the NHS Trust, although local resolution remained the primary goal
(with escalation through the Ombud office (see below).

Patients who approached the HCC in 2009 expressing dissatisfaction and requesting a review
represented about 9000 of the total of 135 000 of complajﬁts received by the NHS in one year.
Of these the HCC conclusions upheld the patient’s concerns in 30% of cases and supported the
respective NHS Trust in 18%; while in 17% the HCC founr;J that the Trust had not responded
adequately to the patient and in 28% the patient had not first followed the required procedures
at local level and their complaint was therefore not reviewed. In 43% of cases complaints were
related to poor hospital care, mainly in relation to basic nursing care, while 11% were in relation
to GPs with all the other types of services each receiving between 2-5% of the total. In terms of
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the Healthcare Commission's feedback, the priorities in terms of improving the complaints
systems were identified as:

¢ More focus on complainant§ and what they are seeking from a complaint;
+ |dentify better ways of Iearning from complaints;

¢ Improve access to more compialnts investigators and clinical advisers; and
¢ Support and train staff and encourage less defensive responses.

Complaints Procedures

One of the most important results of receiving a complaint is an understanding of the issue the
complainant wishes the Ombudsperson to consider. Therefore the Guide for Ombudsman
Institutions of the United Nations Development Programme recommends that an initial fact-
finding interview with the complainant is done. The following questions can be asked:

* What is the basis of his or hér understanding of the compiaint or grievance?
* What kind of relief does the complainant seek?
* Why does the complainant believe he or she is entitled to that refief?

tn the case of the Australian Commonwealth Ombudsman their Better Practice Guide {1 April
2009} states: “Complaint handling is a predictable and necessary part of program and service
delivery. Errors, misunderstandings, client dissatisfaction and unexpected problems occur in all
administrative systems. Complaint handling can be effective in resolving a problem before it
becomes worse, providing a remedy to a client who has suffered dlsadvantage and nurturing
good relations between government agencies and the public.

Complaints also provide agenc-jes with information about program weaknesses and service
delivery faults. Good administration involvés regular review of existing programs, and the
lessons learnt from complaints qan feed into that process. ‘

One of the most important results of receiving a complaint is an understanding of the issue the
complainant wishes the Ombudsperson to consider. Therefore the Guide for Ombudsman
Institutions of the United Nations Development Programme recommends that an initial fact-
finding interview with the complainant is done. The following questions can be asked:

* What is the basis of his or her understanding of the complaint or grievance?
* ‘What kind of relief does the complainant seek?
s Why does the complainant believe he or she is entitled to that relief?

The Better Practice Guide to Complaint Handling describes five elements on which a strong,
effective complaint handling system should be built .Thase are:

s Cuiture: Agencies must value complaints as a means of strengthening their administration
through improving the agency's accountability and transparency and improving their
relations with the public as it reassures clients that the agency 1s commltted to resolving
problems

¢ Principles: An effective complaint handling system must be modelled on the principles of
fairness, accessibility, responsiveness, efficiency and integration.
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. People. Complamt handling staff must be skilled and p?ofesszonal _

* Process: The seven stages of compiaint handlmg-—acknowledgment assessment, plannlng,
mvestlgatlon,l response, review, and consideration of systemic issues—should be clearly
outlined.

¢ Analysis: information about complaints should be examined as part of a contmuous process
of organisational review and improvement. :

The NHS Wales use complaints handling as part of learning from patlents experlences with a
view to usmg Iessons to improve services as part of clinical governance.

The Nattonai Assembly for Wales (the Assembly) accepted this in March 2002 and endorsed the
pnncrples of: :

. Ensurmg that as many complaints as possible are resolved using Local Resolution;

¢ Making the complaints process faster and more independent of NHS organisations;

* Providing adequate support for people who may wish to complain and for those complalned
against; and :

¢ Ensuring that the NHS in Wales learns from complaints.

The local and international benchmarking and research raised the followmg approaches and
matters for consideration in establishing a complaints procedure:

* Independence: independent of the system of health care delivery ‘and thus able to
impartially investigate and report on complaints recehj_ed;

¢ Administrative as opposed to adjudicative: not adjljf]icative to make determinations but
take an administrative approach similar to the UK ex-HCC, designed to enhance (rather than
ensure) the access of patients to falr and just redress in the case of un-resoived complaints
in both public and private sectors; :

* Source of information: Complaints can provide direct and real-time information on possible
breaches of standards and compliance, as part of the process of quality risk profiling and
prioritisation of establishments for investigatiop;

¢ Accessible: Mindful of the critical importance for patients of a caring and respectful
response manage a toll-free call line to ensure patients can communicate their concerns
and be heard. Develop other mechanisms of enhancing access for patients — most
importantly for those who may not feel confident or able to use the call Iirie, but also for
younger or more sophisticated users who might make use of electronic media,

* Adequate response: For the patient, the final outcome would need to be a detailed
response and explanation, provided in a suitably short period. The possible risk of
admission of liability in the case of a legal claim will need to be assessed and issues of
concrete “redress” beyond this explanation would be more complex, but in cases of clear
harm to the patient, recommendations to the respective person accountable or accounting
officer could include such alternatives as “medical undertakings” to provide needed care.

In South Africa, health sector related complaints are curreritly part of the remit of a number of
bedies, including:

* The Health Professions Council of South Africa;
¢ The Allied Health Professions Council of South Africa (AHPCSA);
* The Hospital Association of South Africa (HASA); and
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¢ The Council for Medical Schemes.

The Council for Medical Schemes {CMS) complaints procedure provide a useful departure
point in considering what it would entail to establish and support accessible complaints
procedures for a health establishment regulator. In terms of the CMS procedure, any
beneficiary or any person who is aggrieved with the conduct of a medical scheme is allowed to
submit a complaint to the CMS. Complainants may complete an online form, a letter, fax, or e-
mail to lodge a complaint. Alternatively, complainants may also lodge a complaint in person at
the CMS office. The CMS does: however encourage complainants to use the CMS as the last
resort after they have exhausted.all the complaints mechanisms in place at the respective
medical scheme. : Coee T' .

After receiving a complaint, the Reglstrar s Office sends an acknowledgement of the complaint
to the complainant within 3 workmg days. The complaint is then referred to the medical
scheme for them to respond to the complaint within 30 days. Upon receipt of the response
from the medical scheme, the Registrar’s Office analyse the response in order to make a
decision or ruling. Decisions / rulings will be made within 120 days of the date of referral of a
complaint and communicated to the parties.

Any party that is not satisfied with the decision of the Registrar’s Office may appeal to the
Council’'s Appeals Committee, provided that the Registrar’s decision was not made in
consultation with the Council. The appellant has 30 days to lodge an appeal for a formal
hearing.

If any party is still not satisfied with the decision of the Appeals Committee or Registrar in
consultation with the Council, they have 60days to put forward an appeal to the Appeal Board
at a cost of R2,000.00. This prescribed fee is however refundable if the Appeal Board sets aside
the decision of the Council. Section 50 of the Medical Schemes Act provides for the
establishment of an Appeal Board whose 3 members are appointed by the Minister of Health.
One member is appointed based on their legal knowledge whilst the other two must be experts
in the medical schemes industry.

The Medical Schemes Act {1998) does not remove a party’s right to take their case to the
Courts. As such, any member or creditor of @ medical scheme may apply to the High Court for
an order to investigate a scheme,:, or for the scheme to be placed under judicial management or
closed. The applicant must however notify the CMS at least 15 days prior to lodging their
application. Similarly a medical scheme may apply to the High Court for any of the above orders
to be set aside, provided that the scherhe can show thatitisnotina fmancaally sound position.
if the CMS believes that it is in the interest of members or that there are- material irregularities,
it may also apply to the High Court for an order to investigate, or for the scheme to be placed
under judicial management or closed. The CMS may also apply for the rules of a medical
scheme to be aitered in such a way as may be considered appropriate. ‘
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OMBUD FUNCTION

The benchmarking exercises explored the common use of the terminology which normally signifies a
‘quasi court’ with adjudicative or determinative powers which is used as an alternative dispute
resolution mechanism. It covered the critical issues of independence and impartiality as well as the
importance of clarifying the mandate and or scope of an ombud in the light of the expectations of
complainants.

In terms of the questions regarding what an ombud can “do”, the studies pointed to the importance
of clarifying definitional issues in relation to redress {compensation for or correction of a wrong or
violation of rights), remedy (fo recover a right or to prevent or obtain redress for a wrong), resolution
(solving a problem or violation of rights) as well as whether compensation and or restitution would
form part of the scope of possible remedies. This in turn showed up the possible major legaf risks in
relation to information that can be sued in a court of jaw.

b
1. Adjudication and Determination

From the international review it is clear that the Ombud Office is essentially an alternative to
going to the courts. In this instance, there is someone ’}é\iho not only has an interest in the
resolution of a dispute / complaint, but also has the legal ‘authority to take decisive action and
set a precedent, thereby building consistency, predictability and deterrence. For reference
purposes, this is called an “Independent Authoritative Approach”. The features of this approach
are:

* the Ombud assumes an adjudicative role / function;

Where the Ombud has both the investigative as well as the adjudicative powers, the office is
$0 structured as to achieve a clear distinction between the investigation function(s) and the
adjudication function(s);

The independence of the Ombud Is not only in respect of a Ministry or National Government
Department, but also in respect of the external assessment function and the standards
setting function. So much so that the Ombud is empowered to make a finding against the
inspectorate or standards setting divisions of the same regulatory authority to which it is
aligned;

An Ombud to be so properly called must have determinative powers. Lesser than that, it
cannot be an Ombud but may be a Comm&ssnon (e.g. Human Rights Commission) or some
otherkind of institution; and

The involvement of the Ombud is often preceded by escalation processes such that the
volume of matters coming to the Ombud office is generaliy lower than they would actually
be expected..

Such an Independent Authoritative Approach is not conducwe to where the disputants would
continue to have a relationship after the dispute or complaint as it can severely strain the
relations. Furthermore, it is not uncommon for the Independent Authoritative Approach to
produce the very ills that one is trying to void from the normal court system such as delays
occasioned by technical arguments.

Page 48 of 75



Natioria! Department of Health
Benchmarking the regulation of Quality

The benchmarking exercise showed that considerable care shouid be taken in setting up an
Ombud office with clear frameworks for both the scope of the complaints that can be
considered as well as the deterr_pination or adjudicative powers vested in such an office.

As an example, the UK Health:Ombud is empowered by the Health Act with functions that
relate to process and include considerations of clinical judgement. (It is administered together
with the Parliamentary Ombud, 'similar in scope to our Public Protector, which functions under
its own Act}. Although the Heslth Ombud considers individual practitioners, individual
negligence cases are handed over to the General Medical Council to handle. The Health {and
Parliamentary) Ombud Offices see facilitation of sharing and learning across government as a
whole as a core objective.

The UK Health Ombud has a complement of more or less 300 staff members that includes
Customer Services, Complaints Assessment, Complaints investigation as well as Legai services,
Communication and Corporate Resources. s '

The recommendations issued by the UK Health Ombud range from an apology, to
recommendations for system changes {these are compliance related and are monitored
through a ‘hospital action plar’}. In a limited number of cases the Ombud awards relatively
small compensation payments. During 2010 this amounted in total to no more than £0.5
million.

The Ombud is not allowed to publish reports on individual investigations and or
recommendations. They publish an Annual Report and then from time to time thematic reports
of case studies. They make use .of customer satisfaction surveys to evaluate and reflect on the
services that they have provided. Complainants participate in these surveys once their
complaint has been closed. Maji_‘)r challenges expressed by the Health Ombud remain unrealistic
or misinformed expectations on the part of the public.

Investigations

From the international benchmarking and reviéws, the importance of a clea; brief or mandate
was identified. This is important to ensure complainants do not direct complaints to the wrong
entity with resultant frustration and de-motivation, as well as avoiding overload of the
complaints system. The investigation of complaints as envisaged in the National Health
Amendment Biil should thérefore focus on the investigation of complaints received by the
Ombud pertaining to breaches of standards. Not all complaints will or can be investigated due
to the multiple regulators involved in the South Africa healthcare industry.

An Ombudsperson s credibility depends on being able to talk to everyone who has knowledge
of the events being examined and looking at any documents or record that contain information
that will help the Ombud Institution to determine the facts. The United Nat:ons Development
Programme has developed a guide for Ombudsman Institutions that details processes to be
followed on finding facts.

An initial review of a complaint is usually done by an Ombud office to ascertain the merit of the
complaint and establish jurisdiction, and ensure that all requirements as set out in the po|icy
and procedures of the Ombud office are adhered to. Such an initial review can lead to the
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compiaint being rerouted to the appropriate regulator or organization for approprrate or local
resolution; or to further enquiries by the Ombud office. E

'

An Ombud office should acknowledge a complaint prornptly and formally., This can then be
followed by immediate assessment of the seriousness and urgency of the matter and referral to
a case investigator. The case investigator may request all reports pertaining to the complaint
from the appropriate authority as well as all documentation the complainant has regarding the
complaint. Reviewing these documents will either lead to closure of the case, to further
enquiries including interviews with the concerned individuals. From the assembled information,
the Ombud must then reach a finding regarding whether the complainant was indeed harmed
and if so in which way. The Ombud would further be expected to determlne n‘ any mdlwdual
was respons:ble for what happened ‘

The fmdmgs of the Ombud could be in the form of a determination regarding measures for
redress lnciudmg compensation; or in the form of a recommendation.

The UK Health Ombud complaints investigation is based on the principles of good
administration and general best practice implementation. Complainants access a well-
resourced call centre where call takers record all details for subsequent review by a team of
assessors, Within a period of40 days, their initial assessment must wil determine whether or
not the complaint will be further investigated by the Ombud. Of the approximately 15 000
complaints received by the UK Health Ombud, only a quarter (3 750) were investigated, the rest
were referred back to the NHS trust or other bodies.

The governmg Ieglslatlon lists specific reasons an Ombud may choose not to investigate or stop
investigation. They include reasons such as:

* The complainant knew or ought to have known of the alleged violation more than a year
before contacting the Ombud Institution; ;

¢ The complainant does not have sufficient personal inte_rest;
* The perscn aggrieved has not pursued an available and adequate remedy;

* The complaint is frivolous, vexatious, trivial or not made in good faith; further investigation
is not necessary: or

* Aninvestigation would not benefit the complainant or aggrieved person.

Ciear criteria assist investigation processes, based on four key questions, namely: i} Was there
maladministrat?qn or service failure? ii) if so, did it cause injustice? iii) was the injustice
remedied? and iv) what would further controi Intefvention achieve? Investigators have strong
powers to collect all relevant information from all relevant parties and may call on any further
needed expertise in order to arrive at a conclusion, and produce a report with
recommendations.

Decisions on which cases to investigate as well as final decisions on the report and
recommendations are made through collective processes or review panels. A final investigative
report is normally prepared when a full investigation is completed. Investigative reports provide
accountability and a degree of transparency to the public for the office. According to the “Guide

¢
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for Ombudsman Institutions” from the United Nations Development Programme, each report
should be structured and written based on the investigation done.

COMMUNICATION AND REPORTING

The benchmarking exercise coveréd the importance of communications in relation to the
dissemination of information to users, regulated entities and the public. In terms of users this would
largely focus on informing them ofjthe basic standards, how to complain and what to expect at
health facilities. In relation to regulated entities the areas covered were advice on how to comply
and information on the broad patterhs, problems or actions needed.

In addition the benchmarking exgrcise also provided information on the importance of a
communication function with respect to informing the public of findings and lessons learnt, the
importance of scientific rigour and respect for confidentiality of both patient and business
information.

i1

Purpose, functions and structure

In the area of communication, interviews were conducted with other regulators to explore their
views on the strategic purpose of communication and stakeholder relations, their definition of
the practical functions of units dealing with this area of work, the structuring and resourcing of
relevant units and the audiences they endeavour to reach.

These interviews focused more on South African regulators because of the importance of the
specific social, economic, political and cultural environment to communications and stakeholder
work.

Regulators covered
The reguiators selected for interviews comprised:

¢ Regulators in the health sector. These were prioritised because they: operate in a similar
environment to that whicﬁ'the OHSC will inhabit and deal with related, if not identical,
matters. They communicate with many of the same stakeholders and audiences that the
OHSC will need to reach.

o Regulators with relatively high public profiles. The fact that some regulators feature regularly
in the media and on publ_ic platforms indicates that they invest in communication and
outreach activities and would therefore be valuable sources of information.

e A mixture of well established, relatively young, and very new regulators and ombud offices.
It was considered possible that the organisation’s “vintage” might partly define its
communication approach and that the variety might indicate how communication and
stakeholder relations practices evolve with the maturation of the organisation.

The reguilators interviewed in a structured manner were: the Health Professions Council of SA
(HPCSA), the SA Pharmacy Council (SAPC), the Council for Medical Schemes {CMC), the
Competition Commission {CC), the Public Protector, the National Credit Regulator (NCR}, and
the Ombudsman for the Banking Sector. Less structured interviews were conducted with the
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South African Revenue Service (SARS) and with a Canadian public health monitoring expert. A
fot was learned from the UK Care Quality Commission {CQC} and the UK Health Ombud.

From these interviews it is clear that:

¢ The newer regulators (CC, NCR and Public Protector) as well as SARS tended to view
communications strategically, as a significant tool in securing compliance with relevant
legislation ~ that is, in fulfilling the core regulatory mandate of the organisation.

® They described education and advocacy aimed at individuals and organisations that are
subject to regulation as a means of securing “voluntary compliance”. This reduced the need
for action by the enforcement arm of the regulator and made for more efficient regulation,

* They also viewed public education and interaction with consumer bodies as strategies
designed to empower consumers to hold service providers or companies accountable. Once
more this was seen to contribute to voluntary compliance and reduce the need for
enforcement, :

* The Banking Ombudsman, which is mainly a complaints-driven service, also viewed
communication as critical to eliciting complaints and improving the organisation’s ability to
address the service problems in the sector. _

* However, informants at the other organisations tended to present their objectives in terms
of performing various functions — for example, cdmmunication, stakeholder relations,
customer service, or education — in a well-planned and competent way.

¢ Useful and comparable information was provided on communication functions or major
areas of work of the units in question.

Similarities and differences
The majority of the communication units interviewed undertook the following functions:

e Media relations;

* Production of publications, including newsletters;

* Corporate branding and identity management;

e Communication to a range of external stakeholders;
¢ Communication to internal stakeholders;

*  Writing or editing content for the website;

* Community outreach and awareness-building;

* Education and/or training;

¢ Road shows across several provinces; and

¢ Stakeholder events,

The fact that certain communication functions were not performed by the ail units interviewed
did not mean that the regulator as a whole negfected the %é_:pecific function. For example it was
quite common for high-level and sensitive communication interventions to be undertaken by
the head of the organisation. The CMS on the other hand.invested a lot of time and effort in
education of stakeholders and the public, but this was uq{dertaken by a dedicated education
and training unit. ]

Communication and stakeholder relations (see below) do not invariably fall into the same unit
or eveninto the-same accounting or reporting line. It was noted that specific stakeholder
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relations capacity is a feature of:‘fhe newer regulators/Ombud, although it is sometimes seen as
part of an “education” function. The older regulators/Ombud either do not differentiate
stakeholder interventions from communication interventions or else deal,wiith it as a function
of general management. :

Where communication units aré_responsibie for stakeholder relations and do not have specific
staff for this aspect of their work, very little focused stakeholder work seems to take place.

However, the converse does not apply. Divisions and even units with titles that make no
mention of communication usually perform a whole range of communication functions.

Outsourcing of specific technical functions

From the reviews we learnt that certain specific technical functions are the most likely to be
outsourced. These included the layout and design of publications, backehd deveélopment and
content management of websites, and independent research to inform or evaluate
communication interventions.

The reasons given for outsourcing were cost-effectiveness: many of these functions require
people with specific skills but the volume of work does not justify hiring staff in these areas.
Occasionally the reason was simply the special nature of highly creative work needed, for
example, in advertising.

In one instance outsourcing was used as a way of coping with the overload on unit staff who
could have performed the work i:ntern’ally if there were more of them.

With the exception of the NCR, none of the organisations outsourced the more “political”
aspects of the work namely media relations and stakeholder relations. The NCR outsources
public refations, which includes media relations and such outsourcing requires very close
management and control. ' '

.

Reporting

This is one of the most critical and challenging functions of regulators, as they operate generally
on behalf of the public and to protect public interest and safety. As such, making their findings
public is a critical part of their duty, as opposed to quality improvement activities undertaken
on a voluntary basis and where contracting parties often sign specific undertakings that all
information is entirely confidential,

Given the highly technical nature of the information collected and the fact that a lot if it is
indeed confidential {patient information, business information, personal staff information),it
was clear from the benchmarking exercise that a balance needs to be found between
competing “rights”. Accurate, validated, findings can be presented only once management has
been given adequate opportunity to respond (or even to correct problems); and that this is
presented in such a way that the publjc benefits from the information, in terms of exercising
their cholce or holding public services to account. .

Information of this nature is it was also clear that political considerations play no small part in
this process, as between publication of information and findings and ‘
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STAKEHOLDER REI.ATIONS

The benchmarklng exermses in re!at:on to stakeholders, and the relationships a health reguiatory
body could establish with these stakeholders, included the crlttcal need to mcorporate the needs
and or mandates of stakeholders into the operations of the regulator. The stakeholder groupings
reviewed were the users of services, the regulated entities and other regulators. :

There was at ieast as much to be learned from the particular emphases and unigue features of
communications in each organisation as there was from the profile of common functlons

e The SA Pharmacy Council partners with pharmacies (“the regulated”) to achieve a low-cost
annual public education campaign to mark Pharmacy Week. |

* The Council for Medical Schemes invests time and effort in educating and empoWering trustees
of medical schemes ( “the regulated”) to assist them fulfil thelr f:ducuary duty to the
membership of schemes. | o

¢ The Competition Commission consciously provides platforms for consumer bodies such as the
National Consumer Forum and the Black Sash in order to strengthen their capacity as civil
society watchdogs. .

* The National Credit Regulator forms partnerships with traditional leaders and the SA Social
Security Agency to identify unscrupulous microlenders.

* The Public Protector seeks not only to investigate complaints against local authorities but to
mediate between them and disaffected communities where relationships could easily
deteriorate into wolent confrontations. '

The above lndlcates that there is no single communications; “recipe” for regulators. They form
partnerships and target communication in ways that will yield the best results in terms of
compliance in the particular fields they regulate,

Internatione-[l‘y“t'here ere a wide range of public and private (no{n-proﬁt) organisations and initiatives
which focus on bringing together stakeholders concerned with quality of care and patient safety -
each with a distinct set of objectives and goals. Stakeholders involved in the broad range of different
initiatives include policy makers, professionals, clinicians, edu'cation and research institutions, user
groups, consumer groups, patient advocacy and lobby organisations. Patlent participation in
informing safety and quality processes and ensuring that the patient voice serves as a central
reference in patient safety decisions is in line with internationally recommended practice.

The value of the input of the users of services for design and methodology were explored more
broadly in relation to quality and safety as a whole. With regard to the regulated entities and their
management systems attention was paid to how these relationships could make enforcement action
more effective through understanding their operations. In the case of other regulators the exercise
included a look at overlapping and or complementary mandates and how value could be added by
including these as part of a business model for the health quality regulator.

1. Users

From an international perspective patient safety and quality groupings take a number of
different forms, with a range of different purposes. ngever, one common theme is the
recognition that patient involvement in patient safety and quality processes is not only
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important, but absolutely necessary in ensuring greater access to safe and high quality care.
This concept is underpinned by an understanding that patients are not just victims but
important contributors to the continued development of the quality and improvement of
patient safety. In some instances, this understanding has also been applied to the work of
regulatory bodies. :

The €QC in the UK has develope_@l and wide range of ways to interact in a structured and formal
way with those whose interest i’_:cf serves hamely patients and health care users. A user database
of groups and individuals has been established to provide input for all policy and methodology
development work, including a_"Speak-out” network of hard-to-reach groups, contracted to
provide specific input. The regégator goes a step further however, with its “Acting together”
programme, through which ; "éxperts by experience” or health service users, can be included
in selected inspection visits through a formal process whereby organizations are contracted to
recruit, train, supply and support them for this work. Local improvement. networks of
volunteers operating under Local .Authorities already have the power to “enter and view” and
report, and work in close touch with Inspectors; this programme is to be expanded and given a
lot more resources and powers through the new “Health Watch England”, which will bhe
accountable to CQC but independent, with role being to “amplify local voices”. ‘

The CQC recognises that this programme has changed the culture of CQC and enhanced hto
recognition by staff that their work is to protect patients. Close links with users at local level
does improve input and “surveillance” by service providers through providing on-site direct
feedback. It does however require careful management of users’ expectations that all
suggestions they make will be taken up. The regulator needs to ensure respectful engagement
and an explanation if user feedback is not taken up, but this needs resources

Also in the United Kingdom the National Patient Safety Agency (an arm’s length body of the
Department of Health) includes the involvement of and communication with patients and
public. A 2006 UK Department of Health report, entitled Safety First: A report for patients,
clinicians and heafthcare managers, sets out a series of recommendations of which the
establishment of a National Patient Safety Forum constitutes one. of the central
recommendations. The NPSF is seen as a vehicle to harness the skills and expertise of a number
of organisations, agencies andgT stakeholders which are making a significant contribution to
patient safety, to bring tOgEthEl’" key organisations, agencies and stakeholders at national fevel,
as well as other key players, with responsibilities for patient safety, to influence the
development of the patient safety agenda and facilitate its delivery and become the national
conscience of patient safety, .

The NPSF is further given the résponsibility to oversee the design and implementation of a
national patient safety campaign-focused initiative, with the objective of engaging, informing
and motivating clinical staff and healthcare providers to address the challenge of providing
safer healthcare

Whereas the UK model is a government driven initiative, the German Coalition for Patient
Safety is an example of a Ministry of Health supported initiative. The Coalition is a non-profit
association established by a collective of health care professionais, institutions and patient
organisations. The Coalition is @ multi-professional {inter-disciplinary} umbrella organisation
headed by an executive committee elected in the general meetings. The Coalitions involves
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itself in practical safety projects undertaken by a special expert group. Resuits of these special
projects are published as recommendations. The Coalition has the responsibility for directing
national ‘and international cooperation with assemblies, medical as_sociat'ions, research
institutes; health insurance companies, non government organisations and patient
organisations

In 2011 the Government of the United States of America launched the Partnership for Patients:
Better Care, Lower Costs - a public-private partnership aimed at ifproving the quality, safety,
and affordability of health care. The partnership brings together leaders of major hospitals,
employers, health plans, physicians, nurses, and patient advocates along with State and Federal
governments in a shared effort to make hospital care safer, more reliable, and less costly. The
Partnerships operates on pledged commitments from hospitals, physicians and nurses groups,
consumer groups, and employers.

From the these examples it is clear that the involvement of users and patients can contribute to
the achievement of better quality care through broadening and deepening their involvement in
health care and the strengthening of the effectiveness of health care systems.

The purpose to a regulator is uitimately, to protect and ensure patients’ right to quality health
care, and it should have a role to play in the education of the consumer / users, general
awareness raising and capacity building of civil society orgénisations to engage in the process to
articulate and act upon their demands. It is critical however to recognqse the role of existing
community groupmgs and not be seen to co-opt or undermine them.

Reguiated Entities

The nature of quality heaith care means that the regulated entities themselves (the managers
and staff in health establishments) have a fundamental role to play in ensuring compliance with
standards. The CQC for example recognises this through a close formal working relationship
with the National Health Service and with the Strategic Heaith Authorities in relation to the
standards that are prescribed, the process of inspections and risk profiling, and the response to
areas found to be of concern. These relationships are guided at a very senior level but
reinforced through formal working relationships at other ievels. Relationships with private
providers including with the large number of independent GPs shortly to be brought into the
regulatory scope of the CQC will offer us lessons going forward. The South African Revenue
Service emphasised how critical it is to understand and take account of the operatmg modei(s)
of service dehvery in order to effectively impact on the functioning of the system.

Other Reguiators

Improving the quality of health care is by its nature a crd%s—cutting challenge. This has meant
that a coordinated approach to regulation is generally accepted as necessary. The HAS in France
has de5|gm,=.d their modei around this, while in the UK the QQC is part of a number of regulators
that have signed an agreement on roles and powers. N

Reflecting the over-arching nature of “quality”, the scope of the existing National Core
Standard; jn South Africa, seen as the basis for future prescribed or regulated standards was
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deliberately cdmprehensive, cdvering the range of Inputs, activities {processes) and ocutputs
that together comprise the complex business of health care provision. Within the compléte set
of standards, areas of concurrént jurisdiction will arise, and international experience reflects
that this situation will require a specific and concerted focus on managing relations with other
regulators. The objectives of such relations are identified as being to identify which specific
regulator has the most effective mechanisms or powers in specific situations; to enhance
communication and the exchange of information, and to enhance and formalise a positive
working relationship.
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LESSONS AND IMPLICATIONS g
This concludes the benchmarking section of the report and i m :this section Iessons learnt across the
various areas of the benchmarking exercises and their possib; & impact these Eessons could have for
the establlshment of a health establishment quality regulatory body as envrsaged |n the National

Health Amendment Act are highlighted.

The lessons Iearnt from the benchmarking studies and comparative analyses as outlined in the
previous section provide some guidance on considerations for establishing a South African external
quality assessment regulatory body for health establishments. i

A future mdependent entity to regulate external quality assessment of health estabhshments in
South Africa could |ncorporate the following ‘

A mandate cIJearEy stated as being to protect and promote the health and safety of those who use
health services by monitoring compllance by health establishments with national norms and
standards that are contained in regulations and have the force of law; ensuring that complaints of
non-compliance by health establishments with national norms and standards are properly
investigated and deait with expeditiously; and inspecting heaith establlshments to ascertain
whether they comply with national norms and standards, and taking measures to secure
compliance where establlshments faII short of the standards. ‘

This entity should operate outsnde the National Department of Health but be accountable to the
Minister of Health as the line department but have clear provision to protect its independence and
lack of bias. it should have no iinks to provincial health departments, which are responsible for the
running of publlc hospitals and clinics, or to any private healthcare providers.

In exercising general oversight of the entity, the Minister of Health might call on either a Board or an
Advisory Committee consist of experts in the fields of healthcare regulatory practice, consumer
protection, and legal and financial matters; or both to assist hm{‘a ad to guide the entity in its work.

The entity would differ from other regulators in the health- sector in that it will focus not on
individual health professionals but on health establishments, which are defined in the National
Health Act as a wide range of health facilities, institutions and practices. Despite this distinction,
there are potentlal overlaps of jurisdiction with other reguiators. it is envisaged that the entity will
work with other regulators to create formal mechanisms for cooperation and to eliminate
dupiication. It |s recognised that duplication is not only inefficient for regulators but imposes an
undue burden on the individuals and organisations subject to regulation.

National standards and norms for health establishments should be designed to gain the force and
effect of law once they are embodied in regulations made in terms of the proposed National Health
Amendment Act. Such a first set of reguiated health standards could be based on the National Core
Standards (NCS) that were adopted as policy by the National Health Council — that i is, the Minister of
Health and his prownual counterparts — early in 2011. The NCS were developed on the basis of local
needs and :nformed by international experfence. The set of standards that emerged strongly
resembles those developed in other countries where standards are used as an instrument for
improving the quality of heaithcare. The present standards are seen as relevant and realistic.
Alignment between these and the first regulated standards is important as many health
establishments are already utilising the NCS to upgrade thelr services and this effort should
contribute to their certification by the entity.

i
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The entity should be vested with the power to require regular, mandatory reporting by health
establishments on items related to health standards compliance. Regular monitoring by the entity
can be designed to give it proactive capacity to avert serious problems in health service delivery by
raising “early warning” signs of po‘tentia[ risks. This could include self-assessment as a means of
raising the alert on possible problems. One of the key challenges of an entity will be the selection of
reporting indicators that best reflectirisks in-the-making. The monitoring unit of the entity can also
compile and analyse relevant inform%a'tion gathered by other regulators and organisations.

The regular and continued inspectior"ts of health establishments to review their compliance with the
prescribed standards should be a;key function of the entity. Its inspectors should have the
necessary powers to enter health %stab[ishments, qguestion individuals, request information and
records, and take copies or samples of evidence. inspections may be of a routine nature, where the
intention is to certify the institution as compliant with standards or to issue a notice of compliance;
or be conducted on an ad hoc or unannounced basis, which has significant édyantages.' A notice of
compliance should in effect be an instruction to the health establishment to take specific actions to
ensure compliance. The whole aim of inspections would be to secure improvements in quality of
care so that compliance notices are withdrawn and the establishment becomes eligible for
certification. The ethos will primarily be corrective rather than punitive, as the uitimate goal of
inspections should be to improve quality of care. However, protracted failure to respond to
compliance orders could result in the .imposition of serious penalties. In addition to routine
inspections, there may be inspections prompted by complaints or by the flashing of red lights on a
monitoring and early warning systerr{s.

An entity with this mandate should establish a complaints investigation unit under the powers and
authority of an independent Ombud, to take responsibility for investigating complaints of failure to
meet health standards and recommending appropriate action. This unit should not replace
mechanisms that exist in heaith establishments, provincial health departments and private
healthcare companies to address routine complaints. The entity can provide recourse where the
more routine processes have failed or are inappropriate but should also have the power to
subpoena individuals to collect evidence and to enter health establishments and obtain evidence.
The unit should be empowered to act on complaints from any individual or organisation — including
internal whistle blowers — and to takt";e the initiative to institute investigations in at-risk areas without
receiving specific complaints. '

Such an entity should be mandated;.to publish any information related to prescribed norms and
standards in the mass media or throq;gh other channels. This provision in legislation would allow the
entity to follow the international practice of publishing the outcome of inspections and complaint
investigations as well as trends emerging in the course of monitoring health establishments. The
transparency of health regulators in other countries has been a critical factor in strengthening the
hand of health consumers and improving quality of care. In the course of publication by health
regulators, confidential information relating to patients or business undertakings is always
protected.

To ensure fairness and justice, the regulatory powers of the entity should apply equally to public
and private héealth establishments, as well as those run by non-profit organisations. In an initial
phase, the entity could focus on ensuring compliance across the public. sector. However, the
envisaged complaints function could receive and investigate complaints. relating to aff health
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establlshments right from the start. Monitoring and surveillance systems should be developed to
include both pubtic and private establishments as soon as feasible.

The role of the entity shouid be to ensure that standards #re observed. it can not be directly
responsible for quality improvement programmes at health establishments. This should remain the
résponsibility of healthcare managers at individual establlshments and at higher levels in corporate
or government structures. The proximity and access of the entity to the Minister and MECs for
Health and could generate requests for their intervention to address situations of particular urgency.

CONCLUSION

The information presented here provides a valuable source of information on how similar regulators
function around the world and in South Africa. it provides some underpinning of proposals for how a
future South-African Office of Heaith Standards Compliance could be structured and how it could
function.
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Benchmarking th !reéulatlon of Quality
ANNEXURE B - Existing Health Sector Regulators

;
: /
4 i
i,

- A number of statutory bodies have been established to regulate different aspects of healthcare
- but with a focus on health care professmnals {the “providers”) and on the pnvate sector. The
" OHSC will in terms of a cooperative / coordinated regulatory approach need to consider some

. and hcensmg nursing agencies. -

 form of formal working relationship / memoranda of understanding with these_bodles.

The Health Professions Council of South Africa (HPCSA) is a statutory body, iésta bllished in terms
of the-Health Professions Act (1974).The council regulates the health professrons in aspects
pertaining to: registration, educatfon and training, professional conduct and ethlcal behawour
continued professional development, and compliance with healthcare standards

. The Pharmacy Council is a regulatory body responsible for promotlng the | provr5|on of

pharmaceutical care which complies with universal norms and values in the publlc and the
private sector, as well as safeguarding the rights of the general pubhc |n accordance with
pharmaceutlcalstandards o

The Medrcmes Control Council is a statutory body established in terms of the Medu:mes and
Related Substances Control Act (1965) to regulate the manufacture, dlstnbution sale and
marketmg of medicines throughout South Africa, |

i B 1}{ . g
The Councn’ for Medical Schemes is a statutory body established by the Medlcal Schemes Act

{1998) and aims to protect the interest of members of medical schemes and ensure fair and
equrtab!e access to private healthcare financing. -_-‘ o i r‘

- The South Africa Nursing Council is a statutory body established to regulate the nursn’rg and
i midwifery professions to ensure safe and quality practice. They do this by reguiatlng the quality

of nursing programmes and educattonal initiatives, registering individual nursrng professmnats

i
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ANNEleRE C - Comparative analysis of Norm:s and Standards Devélopm?nt'

f
i

‘on ID

Care Quallty ;
Commission (CQC) In'UK

'

QRP unit uses a comprehensive data plan to suggest possible data sources and
indicators to include in the QRP.

These are discussed and evaluated by the broader Intelligence Directorate on a regular
basis. .

Health Ini‘orrﬁation and
Quality Authority, '
(HIQA), ireiand

Standards for health care sector are currently with the Minister of Health for approval
To date the organisation has only been monitoring a minimum set of standards:
Hygiene; Infection control; Symptomatic breast disease — management

These areas were selected as they were priority areas in the media — not necessaru!y
highest risk to patients but needed to be seen as doing something. 5
Standards are high level, outcome based and not disease specific {which they used to
be} An example would be standards around effective leadership.

Standards designed for all health care settings. Onus is on health care provnders to
ensure compliance with standards.

Against a “stick” approach :

Not keen on inspections are they are very labour intensive and expensive.

Accreditation
Canada

Standards are generated and reviewed on a 3-yearly basis.

On-line questionnaires are sent out, a national client services team coaches the
institution to assist them to meet the standards, self-agsessments are done and when
the institution believes themselves to be ready, audits are carried out against the
standards by the assessors, and a report sent to the institution with findings and
recormmendations for improvement. :
All the data is captured electronically and collated to provide aggregated information
about trends which is shared by medns of an annual report, focused reports on specific
areas of interest such as governance and patient safety, and national reports on
particular areas of service e.g, the link between patient safety and organisational -
practices. .

Australian Councif on
Health Care Standards
{ACHS)

Sets their own standards (blood products, |nfect|on control, consumer |nvolvement
etc.) which it reviews every 4 years. j

Current version is EQUIP 5. :

Standards are reviewed by working groups-which invelve healthcare users, academic :
institutions, experts and clinicians. '
A Standards Committee correlates information from working groups and makes
recommendations, which need to be approved by the Council,

Once approved, they are pilot tested and changes made where necessary.

Austraiian Commission
on Safety and.Quality-in
Health Care ACSQHC

The ACSQHC role is to ensure providers have standards, that the standards are
maintaingd, and that they develop tools, support systems and implementation - .
mechanisms. The process for standard development consists of the following: Co
Establishment of a technical expert group to define the problem, develop a practical ¢
set of standards, including issues of governance; develop implementation guidelines, .
involvement of patients, defining need for research; and testing and pllotmg of the
standards.

The entire process can take up to 2,5 years.’

The ACSQHC has developed a set of 10 core standards, ranging from governance,
infection control, preventing medication errors to recognising and responding to -
chinical deterioration.

The ACSQHC used the UK quality processes and adapted it
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Narms and Staradards Development

'{Maiaysian Society for
“{Quality in Health
|(msoH)

The Malaysian Hospital Accreditation Standards are intended to stimulate continuous,
systematic improvement in an organisation’s performance and the outcomes of care,
The Malaysian Standards were adapted from the 1994 version of the Austrahan Council
for Healthcare Standards set (which in turn used the UK standards) e

The Australian Standards were customised to the values, practlces and context of
Malaysia and took 2 years to convert into a Malaysian set of standards

The standaids development process was inclusive and pa rtlcmatory and natlonal
consensus was reached by all relevant service providers. i § o
The standards were also published for consumer input and consensus

Primaty healthcare standards Including GP practice standards were also de:\'reloped
(2009-2011%) in consultation with the Academy of Medicine and were submitted for to

the Ministry of Health for approval. d, 1o
The standards were developed using the Donabedian framework of structure—
process-outcome and are revised every 3-4 years. ; |t b ri

There is an attempt to include cutcome indicators for each of the chmcal ser\nces
covered.

;|Council for Medical
“ISchemes {CMS)

Standards have been established for the registration of medical. schemes and the
accreditation of medical scheme administrators, managed care orgamsatlons, and
brokers. :

Standards are produced as regulations in terms of the Medlcal Schemes Act following
the process prescribed in the Act. b

Current standards are version 4 for administrators and version 2 for managed care
organisations. i

COHSASA

1

COHSASA standards are developed according to, and accredtted by the Internat:onal
Society for Quality in Health Care (ISQUA). S

Four sets of COHSASA standards, Primary Health Care Services Sta ndards, Emergency
Medical Services Standards, COHSASA Hospitaf Standards and COHSASA Hosplce
Palliative Care Standards. . NS

There is a formal policy to review and update standards at regular prescribed intervals
with input from professionals and their representative organisations

Professional bodies in SA have assisted with the development and refinement of the
standards and input Is solicited from clients, professional field staff and'the-public.
When further refinements are made to standards, COHSASA takes into account the

feedback from over 500 facilities that have been in its programmes‘ ;:

Health Qualityl
Assessment |

(HOA) ’;

G T
i e’l ;

Not involved in any standards development.

H T B
i i HIE s A 4 | [
£ B e

Netcare f

i

Standards fo} each department are set by people in Head Office in consultation with
institutional managers. Several departments at head office — human resources, nursing
care, primary health care, finance etc.

Within each section, standards are also developed.

. o .
| B ERIIE

Medi-clinic

Set by quality audit teams in consultatlve process with health care prowders ‘and
institutions i :

HASA |
.t i

Prohibited from doing this by the Competition Commission who ylews it asa restnctlve
business practice : RN
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| :

Programmes

Fallure to identify a balance between the objectives of improvement {internal .
organisational development) and regulation (external control) within an overali policy
- for quality in the health care system.

Appropriate
techno[ogy

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

Quality culture

EERE ;E i

Failure to identify stakeholders and involve them in the design and direction of the
accreditation program. .
Unwillingness to share information, authority and responsibility. i

Motivation' -, | 1

it

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

Perverse incentives for superF cial compliance with standards.

Unwillingness of managers to release staff to become accreditation surveyors.
Unwillingness of surveyors to work without additional pay.

Independence

Government domination of program direction, leading to conflict of interest in
assessment of public services. .
Demotivation of other stakeholders and vulnerability to short-term political change.
Failure to authorise and support (by legislation if necessary) an independent
governing body,

Scope of
responsibility

SR OL M

Unrealistic expectatigns that the accreditation program would 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.)

Clear relationships !

Lack of mechanisms to cooperate and communicate with related professional,
academic, independent and governmental bodies, eg professional chambers, teaching
institutions, health insurers, 1SO certification bodies and local government
inspectorates.

Objectivity and

probity T “ :

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.

Sustainable " :
resourcing

Underestimation or underfunding of the time, personnel and skilis needed to
establish a new programme.

Unrealistic expectations of the rate of uptake by health facilities and the capacnty of
the program to generate income from them. *

Lack of long-term government commitment.

External technical
assistance -

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

T vy
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ANNEXURE E - Lessons for the OHSC from the Quality Survelllance and Analysls

P . Study

+ i

~ Institution

Key Messages for OHSC

Key Méssages for QSAD

. Internatlonai Orgamsations

It has taken many decades for the quallty

Integrated'!nfelllgence Directorate to

established.
Scope includes health technology
assessment

. CQC [ | |
4 accreditation system to mature in coordinate information function very
England. similar to QSAD -

* Implementation of new CQC systemsis [* QRP system focuses on accreditation
happening through phased monitoring. Risk'profile’ continuously
implementation over a number of years. updated as hew information bacomes

*  Main decision-making about available.
accreditation decentralised to local =  Requires a Iarge sktiled workforce.

; inspectors -
HIQA = It takes a number of years to get * Accreditation cannot be based on

routinely collected data which is of
questionable quality.

Patient discharge records may be a
source of information

Accreditation

Be realistic about what can be achieved

Need phased apbroach rather than trying

MSQH

approach i

Ensure standards stimulate i:ontlnuous,
systematic improvement in an |
organisation's performance and the
outcomes of care.

Training and capacity building support to
health establishments ‘

Include both pubhc and private sector

Canada * Importance of independence and o do everything at once
1o credibility i a  Requires expertise regarding health
= Need skilled individuals sector, infermation and knowledge
=  Require signi'ﬁcant resources to do management, data analysis
properly *  Require significant resources to do
‘ properly
ACHS »  Partner with research institutions to = Constitute a panel of experts for
continuously evaluate impact of OHSC indicator development and refinement to
programs ( e.g. Quality Services Research ensure acceptability, validity and
Group) reliability '
* Make provision for a “corrective g
improvement phase” after non — g
compliance is identified before facilities
are penalised and undertake root cause
analyses where necessary _
ACSQHC * Important to focus on patient safety and (* Information strategy unit works across
quality monitoring other units and programmes
* Phased approach and optimising existing {= Prioritise safety and quallty in high risk
opportunities within health system areas s
; * Consultation W|th ‘stakeholders is critical
success factor.
" Phased, inclusive and part1c1patory ®=  Manual and elementary risk profiling

systems are also useful
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Institution

Key Messages for OHSC

Key Messages for QSAD :

South Afr!can Orgamsatlons

Link information requirements to

CMS "= Effectwe health regulatory body in South "
Africa requires significant | registration and accreditation decisions,
, ‘ professionalism and competence » Integrated IT and database systems
‘ i = Requires strong leadership and need to critical for effective functioning,
* attract a diverse mix of highly skilled staff{» Systems take a number of years to
mature.
COHSASA | * Use and adapt existing information * Follow the ISQUA principles for
| systems where possible e.g. CoQlS the information management, to ensure that
COHSASA information System has a wide information systems are built on a solid
range of functions which allow not only platform, high quality data and
gap identification but also a functionality credibility, paiticularly if data will he :
g to monitor implementation of used to impiement incentives and
: improvements and trend analyses over sanctions. =
time. a  Recruit highly skilled individuals
HQA " Learn from the experience of similar = Ared flag event should be som;eth'ing'

organisations

Utilise assistance offered by
organisations who are already working in
the Quality Measurement field.

Ensure confidentiality and never name
and shame providers. HQA de-identifies
all comparative reports. Data submission
is based on trust between the provider
and the quality measurement
organisation. If provider’s confidentiality
is not maintained they are uniikely to
report areas of weakness.

very serious — otherwise the Office will
have to respond to an unmanageable
number of events.

ldeally an EWS should be based on
reporting indicators Wthh has a serious
knock on effect.

Outsource data analysis until capauty is
built within the organisation =
Migrate from Access database to a web-
based platform so that hospital or «inic
loads data and it is immediately
accessible to QSAD -

Netcare & Medi-.

Learn from existing quality monitoring

User-friendly online data submlssmn

clinic systems in the private health sector in system ensures high reportlng
“ .| South Africa compliance _
{®  Link between internal self-assessment - |= Range of indicators, not only clinical
and independent external audit. indicators, included in senior
* Importance of feedback and follow-up management alert system
action
HASA * Confidentiality and publication of *  EWS good idea but only choose very few
aggregated data. red flag issues that have to be reported
* Incentives for health establishments to immediately C
send data and to comply '
= Be careful of the quality of the data one
gets —rather a little good quality data
than asking for a lot and getting useless
information
SARS ®  Strongleadership & values » Standardisation of data.

Clear scope and purpose

Enabling systems to ensure compliance
Success rests on impeccable planning
and swift execution that takes into
account current realities.

Strong and skitled team
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