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3.	 BACKGROUND AND INTRODUCTION

The Office of Health Standards Compliance (OHSC), as a Schedule 3A public entity, was 
established in terms of the National Health Amendment Act No.12 of 2013. 

3.1.	Mandate 

The OHSC’s mandate is to protect and promote the health and safety of users of health 
services in South Africa by:

•	 Monitoring and enforcing compliance by health establishments with norms and 
standards prescribed by the Minister in relation to national health systems

•	 Ensuring consideration, investigation and disposal of complaints relating to 
non-compliance with prescribed norms and standards in a procedurally fair, eco-
nomical and expeditious manner.

3.2.	Vision

The OHSC’s vision is ‘Consistent, safe and quality healthcare for all’.

3.3.	Mission

’We monitor and enforce healthcare safety and quality standards in health establishments 
independently, impartially, fairly, and fearlessly on behalf of healthcare users’.

3.4.	Values

The OHSC’s values are informed by the South African Constitution and Batho Pele princi-
ples, which promote the preservation of human dignity, freedom and equality.
In carrying out our mandate, we:

•	 Champion the cause of the public and of health care users to restore credibility 
and trust in the health care system

•	 Respect health care users and their families as well as health care staff
•	 Strive to achieve health system change
•	 Strive for excellence, innovation and efficiency in our operations
•	 Are truthful, fair and committed to intellectual honesty
•	 Practice transparency but respect confidentiality
•	 Achieve the highest standards of ethical behaviour, teamwork and collaboration
•	 Promote professionalism, compassion, diversity and social responsibility.

3.5.	Regulatory Principles of the Office of Health Standards Compliance

Five principles guide the OHSC’s daily operations and decisions in line with good regula-
tory practice, which enable the evaluation of its performance as a regulator. 

BACKGROUND AND INTRODUCTION3
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•	 Principle 1: Regulations must foster greater accountability 
Regulations must set explicit benchmarks for regulated entities against which they 
can be measured objectively and their leadership held accountable for compli-
ance. The OHSC shall be responsible for regulatory decisions and the achieve-
ment of regulatory outcomes.

•	 Principle 2: Regulations must be clear and transparent 
Regulations should state clearly the obligations placed on regulated entities and 
provide reasons for these obligations. The OHSC shall be transparent in execut-
ing its legislative mandate (i.e. the publication of decisions) and allow the public to 
attend hearings.

•	 Principle 3: Regulations should target problems or risks to safety
Regulations should target the problem or risk to users’ safety within the health sys-
tem and identify clearly the outcome of the intervention. Enforcement shall apply 
to a health establishment or part of a health establishment posing a high risk to 
users or displaying persistent non-compliance.

•	 Principle 4: Regulatory interventions should be appropriate 
The enforcement action taken against the health establishment must be propor-
tionate to the problem or risk requiring attention. It should specify the minimum 
necessary requirements to achieve the desired outcomes of safety, while avoiding 
an overly punitive approach.

•	 Principle 5: Regulations should be applied consistently
Regulatory and enforcement processes and procedures should be consistent to 
ensure reliable outcomes. Similar actions should be applied to similar breaches.

3.6.	 Legislative Mandate and Policy Consideration

Improving quality and addressing health service delivery are fundamental to strength-
ening South Africa’s current poor health outcomes and its overall health system. Safe 
health care will restore patients’ and employees’ confidence in the public and private 
health care system.

Quality in the health system may be defined as obtaining the best possible results with 
the resources available. Several governing acts, regulations and policies influence the 
quality of health care in South Africa, including the following:

3.6.1.	 Constitution of the Republic of South Africa, Act No. 108 of 1996

Underpinning the entire health system are the constitutional imperatives enshrined in 
the Bill of Rights in Chapter 2 of the Constitution of the Republic of South Africa, Act 
No. 108 of 1996 (hereinafter referred to as “the Constitution”). Section 27, in particular, 
grants right of access to health care services, including reproductive health services 
and emergency medical treatment. The Constitution requires the state to take reason-
able legislative and other measures, within its available resources, to achieve the pro-
gressive realisation of this right.
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The realisation of socio-economic rights has been tested multiple times by the Consti-
tutional Court in relation to housing, social assistance and health rights. In most deci-
sions, the Constitutional Court considered the reasonableness of government’s mea-
sures in attaining these socio-economic rights (James, 2012). The Courts focused on 
whether government had sufficient plans and policies in place to fulfil the obligations 
set out in the Bill of Rights. 

Regulation of the quality of health services charts a path for all health establishments 
to comply with policy priorities and minimum standards of care. In this manner, the 
regulation of quality contributes directly to government’s progressive realisation of its 
constitutional obligations.

The constitutional imperatives set out in the Bill of Rights cannot be achieved without 
the collective efforts of all spheres of government. Hence, section 41 of the Constitution 
requires all three spheres of government to work cooperatively to secure the wellbeing 
of the people of South Africa, and to preserve the peace, national unity and indivisibil-
ity of the country. This principle of cooperative government is particularly important in 
health services, which are a functional area of concurrent competence across national 
and provincial governments, as defined in Schedule 4 of the Constitution.

National government is responsible for developing and monitoring policies, legislation, 
and norms and standards for the health sector. Provincial government can discharge its 
constitutional obligations by passing provincial legislation in the area of health services 
but remains responsible for the implementation of national policy and legislation, while 
local government is responsible for municipal and environmental health functions. Sec-
tion 44 of the Constitution gives the National Assembly the authority to pass legislation 
about functional areas of concurrent competence and to prescribe minimum norms and 
standards.

3.6.2.	 The National Health Act, No. 61 of 2003

The Act reaffirms the constitutional rights of users to access health services and just 
administrative action. Section 18 allows any user of health services to lay a complaint 
about the manner in which he/she was treated at a health establishment and have the 
complaint investigated. Complaints provide useful feedback on the areas within health 
establishments that do not comply with prescribed standards or that pose a threat to 
the lives of users and employees. The Act obliges MECs to establish procedures for 
addressing complaints within their area of jurisdiction.

The Act provides the overarching legislative framework for a structured and uniform 
national health care system. It highlights the rights and responsibilities of health care 
providers and health care users and ensures broader community participation in health 
care delivery from a health facility level up to national level. With respect to sections 
that have been amended, although never promulgated, the Act provided for the cre-
ation, within the National Department of Health, of an Office of Standards Compliance 
with provincial Inspectorate units. The Office of Standards Compliance, as then envis-
aged, would advise on health 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. The Office would include an Ombudsperson to address 
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complaints. 

3.6.3.	 National Health Amendment Act, No. 12 of 2013

Chapter 10 of the National Health Act relating to the Office of Standards Compliance 
was repealed in its entirety (and other minor changes were enacted) through the prom-
ulgation of the National Health Amendment Act No 12 of 2013, which replaced the 
previous provisions (that had never been brought into effect) with a new independent 
entity, the Office of Health Standards Compliance. 

The Objectives of the Office are reflected in the Act as being to protect and promote the 
health and safety of users of health services by:

•	 Monitoring and enforcing compliance by health establishments with norms and 
standards prescribed by the Minister in relation to the national health system

•	 Ensuring consideration, investigation and disposal of complaints relating to 
non-compliance with prescribed norms and standards in a procedurally fair, eco-
nomical and expeditious manner.

3.6.4.	 The Protection of Personal Information (PoPI) Act, No. 4 of 2013

The purpose of the PoPI Act is to ensure that all South African institutions conduct 
themselves in a responsible manner when collecting, processing, storing and sharing 
another entity’s personal information, by holding them accountable should they abuse 
or compromise personal information in any way.

The PoPI legislation considers personal information to be “precious goods”, and aims 
to bestow upon owners of personal information certain rights of protection and the abil-
ity to exercise control over:

•	 When and how to share information (requires individual consent)
•	 The type and extent of information individuals choose to share (must be collected 

for valid reasons)
•	 Transparency and accountability on how data will be used (limited to the purpose) 

and notification if/when data is compromised
•	 Providing individuals with access to personal information as well as the right to 

have personal data removed and/or destroyed should individuals so wish
•	 Who has access to personal information i.e. there must be adequate measures 

and controls in place to track access and prevent unauthorised people, even with-
in the same company, from accessing an individual’s information 

•	 How and where personal information is stored. i.e. there must be adequate mea-
sures and controls in place to safeguard personal information to protect it from 
theft 

•	 The integrity and continued accuracy of personal information. i.e. personal infor-
mation must be captured correctly and once collected, the institution is responsi-
ble for maintaining it.
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3.6.5.	 Promotion of Access to Information Act (PAIA), No. 2 of 2000

Section 32(1)(a) of the Constitution provides that everyone has right of access to any 
information held by the state and any information held by another person that is re-
quired for the exercise or protection of any rights. Therefore, PAIA gives all South Afri-
cans the right to have access to records held by the state, government institutions and 
private bodies.

The following are the objectives that PAIA seeks to achieve:

•	 To ensure that the state takes part in promoting a human rights culture and social 
justice

•	 To encourage openness and to establish voluntary and mandatory mechanisms or 
procedures that give effect to the right of access to information in a speedy, inex-
pensive and effortless manner as reasonably possible 

•	 To promote transparency, accountability and effective governance of all public and 
private bodies, by empowering and educating everyone to understand their rights 
in terms of PAIA so that they can exercise their rights in relation to public and pri-
vate bodies

•	 To understand the functions and operation of public bodies
•	 To effectively scrutinise and participate in decision making by public bodies that 

affects their rights.

3.6.6.	 Other statutes and provisions relevant to the delivery of health services

•	 Medical Schemes Act, No. 131 of 1998
•	 Medicines and Related Substances Act, No. 101 of 1965
•	 Mental Health Act, No. 17 of 2002
•	 Health Professions Act. No. 56 of 1974
•	 Pharmacy Act, No. 53 of 1974
•	 Nursing Act, No. 33 of 2005
•	 Hazardous Substances Act, No. 15 of 1973
•	 Human Tissue Act, No. 65 of 1983
•	 Occupational Diseases in Mines and Works Act, No. 78 of 1973
•	 Batho Pele Principles
•	 Patients’ Rights Charter
•	 National Core Standards for Health Establishments in South Africa
•	 National Health Insurance (NHI)
•	 National Development Plan (NDP)
•	 National Health Act: Regulations: Norms and standards applicable to certain cate-

gories of health establishments
•	 Occupational Health and Safety Act, No. 85 of 1993

3.6.7.	 National Policy on Quality (2007)

The policy identifies mechanisms for improving the quality of health care in the public 
and private sectors. It 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).
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The objectives of the policy on quality are 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 Africans’ needs and on evidence 

of effectiveness
•	 Ensure appropriate use of services
•	 Reduce errors in health care.

3.6.8.	 Procedural regulations pertaining to the functioning of the Office of Health 
Standards Compliance 

The procedural regulations of the Amendment Act, that have been promulgated by the 
Minister and published in the Gazette on 13 October 2016, guide the exercise of pow-
ers conferred on the OHSC, its board, its Chief Executive Officer, the Ombud and the 
Inspectors. The regulations elaborate on the form of details, procedures and processes 
to be followed by the Office. 
Areas covered in these regulations are:

•	 Collection of information from health establishments and the designation and du-
ties of the person in charge 

•	 Inspectors and inspections, including their appointment, training, experience and 
conduct, and the inspection approach and process, including notice and additional 
inspections

•	 Entry and search of premises, including procedures to obtain prior consent or the 
application for a warrant, if required 

•	 Processes of certification, renewal and suspension
•	 Compliance notice and enforcement process, including formal hearings, revoca-

tion of certificates, fines or referrals to prosecuting authority, appeals and reporting 
•	 Lodging, screening, investigation and reporting of complaints, including time 

frames; complaints handling, investigation and resolution procedures
•	 General provisions regarding the prescribed forms to be used (listed in schedule 

1).
•	 The procedural regulations are applicable to all categories of health establish-

ments as per the National Health Act.
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4.	 OBJECTIVES 

The norms and standards regulations for different categories of health establishments are 
aligned with the regulatory mandate of the Office of Health Standards Compliance (OHSC). 
Consequently, the regulations guide, monitor and enforce the control of critical risks to the 
health and safety of users through the relevant systems and support structures. 

These regulations articulate the minimum requirements expected of health establishments 
for improving users’ safety and specify benchmarks against which health establishments 
are measured. The regulations are consistent with the powers given to the Office to monitor, 
certify and enforce compliance, and to monitor early warning indicators of risk that signal a 
breach of norms and standards. “Improved users’ safety is demonstrated by improved user 
satisfaction with the health services, reduction of avoidable mortality, harm encountered 
during care, litigations and reduced healthcare costs”.  

4.1.	Purpose of the Guidance Manual

Section 79(2)(a) of the National Health Amendment Act, No.12 of 2013 states that the 
OHSC may issue guidelines for the benefit of health establishments on the implemen-
tation of prescribed norms and standards. This guidance manual has been prepared to 
meet the requirements of the legislation. 

This document is designed to help health care personnel to comply, during the course 
of their day-do-day work, with the norms and standards regulations for different catego-
ries of health establishment. The regulations describe the essential standards of safety 
that users of health services have a right to receive. 

The guide will assist health care personnel to understand the intended benefits to users 
and health care personnel of complying with the norms and standards regulations ap-
plicable to different categories of health establishment as set out in the National Health 
Act, No 61 of 2003 and the National Health Amendment Act; Act No 12 of 2013. It will 
also make it easier for health establishments to achieve greater consistency between 
self-assessment and inspection scores by improving their understanding of what is re-
quired. 

The guidance manual does not seek to cover the standards that individual health care 
professionals’ must achieve in their day-to-day practice. Such standards have already 
been determined and enforced by the relevant professional bodies and councils such 
as the Health Professions Council of South Africa, the South African Pharmacy Council 
and the South African Nursing Council.

4.2.	Purpose of Regulations

The purpose of the regulations is to promote and protect the health and safety of users 
and health care personnel to change people’s behaviour and the manner in which sys-
tems operate, in accordance with set standards, to achieve defined outcomes. 

OBJECTIVES4
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4.3.	Scope of Application for Regulations

The norms and standards regulations apply to the following categories of health estab-
lishment:

•	 Public hospitals – central, tertiary, regional, district
•	 Public community health centres (CHCs)
•	 Public and private clinics
•	 Private hospitals
•	 Private CHCs and day hospitals
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5.	 THE STRUCTURE OF THE NORMS AND STANDARDS REGULATIONS

The norms and standards regulations were promulgated on February 2, 2018 and came into 
operation 12 months after promulgation.

The norms and standards regulations have been grouped into seven chapters:

•	 Chapter 1 comprises definitions, and the purpose and scope of the application of 
the norms and standards.

•	 Chapters 2–6 define five areas of risk that are critical to the delivery of safe health 
care services: 

	◦ Chapter 2: User rights
	◦ Chapter 3: Clinical governance and clinical care
	◦ Chapter 4: Clinical support services
	◦ Chapter 5: Facilities and infrastructure
	◦ Chapter 6: Governance and human resources

These chapters translate into domains in terms of the inspection tools as described in sec-
tion 7.1 of this guidance manual. The chapters have regulations titles that are used to create 
sub-domains in the inspection tools, e.g. user information, access to care, etc.,

•	 Chapter 7 presents the general provisions but does not relate to the clinical en-
vironment and does not form its own domain in the inspection tools. Regulations 
within this chapter are incorporated in other domains in the inspection tools, e.g. 
adverse Events are monitored under the Clinical Governance and Clinical Care 
and the Governance and Human Resources chapters; Waiting Times are moni-
tored under User Rights: Access to Care.

The inspection tools are grouped by domains. As illustrated in Figure 5.1, the structure of 
the inspection tools retains the hierarchy of the National Core Standards.   These domains 
depict areas that are critical to the delivery of health services and the priority risk areas within 
a health establishment. 

Each domain is broken down into sub-domains comprising focus areas of the regulation, or 
targeted behavioural or activity changes that should bring about better, safer user care. Each 
domain contains regulated standards that describe the expected performance of the health 
establishment and the intent of the standard. 
The standards are broken down further into criteria, which divide the legal obligation into dis-
crete outputs or activities required of the health establishment to comply with the standards. 
These criteria should guide the development of compliance strategies and help to interpret 
the requirements of the standards in terms of the minimum expected activity. The criteria 
provide guidance on the type of evidence or the standard or proof needed to measure com-
pliance.

THE STRUCTURE OF THE NORMS AND STANDARDS 
REGULATIONS5
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Figure 5.1: Structure of the norms and standards regulations
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6.	 INSPECTIONS

Inspections are on-site visits to health establishments for the purposes of gathering infor-
mation and evidence to assess the health establishment’s compliance and/or investigate 
breaches in norms and standards regulations.

6.1.	 Inspection Strategy, Procedure and Plan

The inspection strategy applies to all categories of health establishments referred to in 
section 3 of the National Health Act, subject to sub-section (2). 

The purpose of the inspection strategy is to guide the inspection activities of the OHSC, 
as approved by its board and published on its website, and includes the following:

•	 An approach to prioritising, scheduling and conducting inspections 
•	 Resources and costs for the implementation of the inspection strategy.

The Office shall, within two weeks of the beginning of each financial year, inform the 
head of the national or provincial department of health or the municipal manager of its 
approach to carry out inspections. In the case of a private health establishment, the 
head of the health establishment or the executive management of the private hospital 
group to which the establishment belongs shall be informed. The Office shall also sub-
mit to any of these parties an annual inspection strategy containing information on such 
approach to inspections.

6.2.	 Types of Inspections

6.2.1.	 Routine inspections

Routine inspections are conducted in accordance with Section 82 of the National Health 
Amendment Act (Act 12 of 2013), which states: 

I.	 A health officer may enter any premises, excluding a private dwelling, at any 
reasonable time and —

a.	 inspect such premises in order to ensure compliance with the Act. 
b.	 question any person who he or she believes may have information rele-
vant to the inspection.
c.	 require the person in charge of such premises to produce, for inspection 
or for the purpose of obtaining copies or extracts thereof or therefrom, any 
document that such person is required to maintain in terms of any law; and
d.	 take samples of any substance that is relevant to the inspection.

II.	A health officer may be accompanied by an interpreter and any other person 
reasonably required to assist him/her in conducting the inspection.

INSPECTIONS6
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III.	 A health officer may issue a compliance notice to the person in charge of the 
premises if a provision of this Act has not been complied with.

IV.	 A compliance notice remains in force until the relevant provision of the Act 
has been complied with and the health officer has issued a compliance certificate 
in respect of that notice. 

V.	A health officer who removes any item other than that contemplated in subsec-
tion (1) (d) must—

a.	 issue a receipt for it to the person in charge of the premises; and 
b.	 subject to the Criminal Procedure Act, 1977 (Act 51 of 1977), return it as 
soon as practicable after achieving the purpose for which it was removed.

6.2.2.	 Additional inspections

An inspector may, at any time, subject to section 82(1) of the Act, conduct an additional 
inspection, if he/she has reasonable grounds to believe that: 

Such an inspection is needed to establish whether non-compliance has been remedied 
within the health establishment

•	 The health establishment is contravening the Act or any relevant regulations
•	 There are serious breaches of norms and standards, based on the indicators of 

risk 
•	 The ombudsman’s findings demonstrate that continued exposure to the health 

care services provided by health establishment may pose a severe risk to users or 
health care personnel. 

6.2.3.	 Risk-based inspections 

An inspector may conduct a risk-based assessment triggered by the early warning sys-
tem for persistent or critical noncompliance or from the Ombudsman’s findings

6.3.	 Inspection Process 

6.3.1.	 Scheduling of inspections 

Distribution and circulation of the inspection schedule 
The Executive Manager inspectorate will schedule inspections and distribute the in-
spection schedule to the Director inspectorate unit, which will redistribute the schedule 
to inspection team leaders. 

The role of the inspectorate team leaders is to:
•	 Arrange the pre-inspection planning meeting
•	 Delegate an inspector to assist with inspection planning
•	 Allocate tasks to team members to fulfil the pre-inspection planning
•	 Identify the areas to be inspected
•	 Note distances to be travelled
•	 Identify suitable modes of transport
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•	 Collect other indicators and facility-related information as part of background 
checks 

•	 Assign functional areas to be inspected to each inspector
•	 Prepare all assessment tools in order of functional areas on the relevant checklist 

and pass on to the respective inspectors.

6.3.2.	 Notice of inspection to health establishment

The inspectors will prepare a notice of inspection to the health establishment (Form 3), 
which must include, at a minimum, the following information:

•	 the purpose of the inspection 
•	 the date of the inspection
•	 the estimated duration
•	 the inspection plan referred to in sub-regulation 12(4)
•	 the number of authorised personnel expected to conduct the inspection
•	 the contact details of the inspector primarily responsible for the inspection
•	 the responsibilities of the health establishment. 

In terms of section 82 of the Act, before commencing with an inspection, an inspector 
must issue reasonable notice of inspection to the health establishment.

The notice of inspection must be signed by the CEO, or an authorised employee, of the 
Office of Health Standards Compliance.

The Office may, if it has reasonable grounds to believe that compliance with these no-
tification requirements may jeopardise user safety or quality of care, conduct an unan-
nounced inspection of the health establishment.

6.3.3.	 Conducting the inspection

Upon arrival at the premises of the health establishment, the inspector will clearly iden-
tify himself/herself to the person in charge and will:

•	 Present a certificate of appointment as an inspector, issued in terms of section 
80(3) of the Act

•	 Present a letter of consent referred to in regulation 16(3), or an entry and search 
warrant issued in terms of section 84(5) of the Act, if applicable.

•	 Explain that during the inspection, the health establishment must make available 
the necessary staff, resources and space to allow inspectors to complete the in-
spection in an efficient manner

•	 Explain the purpose of the inspection to the managers in relation to the National 
Health Act as Amended (Act 12 of 2013) and its procedural regulations

•	 Describe the inspection methodology and process to be followed and allow the 
health establishment to present an overview of the facility. 
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Figure 6.1: Inspection process flow diagram
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7.	 INSPECTION TOOLS

Assessment tools are questionnaires with related measures and checklists that are used to 
assess the health establishment, by collecting information and calculating scores that reflect 
the health establishment’s compliance with norms and standards regulations. The assess-
ment tools are directly linked to the domains, standards and criteria. They are also divided 
into functional areas that represent different service delivery and operational areas within 
different types of health establishment. 
Assessment tools are grouped according to the different levels of care. The number and size 
of the tools are directly linked to the different functional areas of the health establishment. 

Assessment tools are designed to:

•	 Help inspectors to measure compliance objectively
•	 Provide a logical and efficient way of conducting inspections
•	 Guide inspectors with the most appropriate methodology to use in assessing com-

pliance
•	 Provide a guidance statement and/or explanatory notes that ensure consistency in 

understanding and interpreting the requirements of the measure.

7.1.	 Structure of Inspection Tools

1.	 DOMAIN 1 User Rights

2.	 SUB-DOMAIN Access to care 

3.	 Standard
 

 5 (1) The health establishment must ensure that users are attended to in a manner
 which is consistent with the nature and severity of their health condition.

4.	 Criterion 	

 5.(2)(a) A health establishment must implement a system of triage. 

5.	 Measure
		
The guideline or standard operating procedure for triaging is available. 

6. 	 Explanatory Note: 
 
The document implemented must be approved by a relevant national body, such as the 
Emergency Medical Services of South Africa. Not Applicable: Never

INSPECTION TOOLS7
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7.2.	 Assessment Methodology

•	 The assessment methodology should include:
•	 Documentation review (Doc) 
•	 Observation (OBS)
•	 Patient interview (PI) 
•	 Patient record analysis (PRA) 
•	 Staff interview (SI)

Evidence is collected for both compliant and non-compliant measures.

7.3.	 Risk Rating Process Applied to Measures 

Health care risk management comprises the systems and processes employed to un-
cover, mitigate, and prevent risks in health care institutions 

Clinical risk management specifically is concerned with improving the quality and safety 
of health-care services by identifying the circumstances and opportunities that put pa-
tients at risk of harm and acting to prevent or control those risks. 

The measures in the OHSC inspection tools look for evidence that systems are in place 
to control risks, i.e. identify hazards (a potential source of harm), prevent harm result-
ing from the hazard and mitigate the severity of harm should it occur. Each measure 
is then risk rated according to the level of risk represented by non-compliance with the 
measure. 

The risk rating process implemented by the OHSC is in alignment with global risk rating 
practice, which considers a hazard in terms of the potential severity of harm should it 
occur (insignificant, minor, moderate, major, catastrophic), and the likelihood that harm 
will happen (rare, sometimes, frequent). In addition, the OHSC considers the number 
of people likely to be affected should an event occur. 

Three dimensions (types) of risk are considered in the risk rating process:

•	 User care and safety
•	 Processes and systems within health care establishments
•	 Reputation of establishment 

7.3.1.	 Severity of harm

The severity of harm is determined by answering the question: How severe would the 
consequence of harm be due to non-compliance with the measure in relation to the 
dimension of risk? e.g. lack of adequate lighting (hazard) can result in assault of staff 
or users, misdiagnosis or falls (harm). The consequences of these harm events, should 
they occur, can be fatal (rarely), cause serious harm (sometimes) or result in less seri-
ous harm (mostly). 
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Table 7.1: Three dimensions of risk and severity
DIMENSION SEVERITY

Insignificant
1

Minor
2

Moderate
3

Major
4

Catastrophic
5

User care 
and safety

Little or no 
impact on 
user care 
and safety

Has minor 
impacts on 

the quality of 
care offered 

to users. 
Results in 
increased 
number of 
complaints

Leads to 
adverse 

outcomes in 
user care and 
longer recov-
ery periods

Life threaten-
ing situation

Death of user

Processes 
and systems 
within health 
care estab-
lishments

Systems and 
processes 

in place and 
operational. 
Existence of 
minor errors 
in informa-

tion systems. 
Processes 
may be im-
plemented 

inconsistent-
ly.

Systems and 
processes 

in place but 
implemented 

in an ad-
hoc manner. 
Minor neg-
ative impact 
on quality of 
care of us-

ers and staff 
morale.

Systems and 
process are 
not opera-
tional and 
have a sig-

nificant neg-
ative impact 
on quality of 

care

Absence of 
processes 

and systems 
is life threat-
ening. May 

be detrimen-
tal to staff 
welfare.

Leads to 
serious injury 
of staff and 

places users 
in life threat-
ening situa-
tions or re-

sults in death 
of user.

Reputation 
of establish-

ment

 No reputa-
tional impact

Minor reputa-
tional loss

Increasing 
complaints 

about quality 
of care in es-
tablishment

Impacts on 
user confi-

dence in es-
tablishment

Significant 
negative 
impact on 
reputation 

of establish-
ment. Entire 
health care 
system user 
intake vol-
umes drop.

After application of the above risk rating criteria (see Table 7.2), each measure is clas-
sified into one of four categories:

•	 Extreme (X)

Extreme measures are those that are likely to cause serious harm (including death and 
permanent loss of function) to both users and staff.
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•	 Vital (V)

Vital measures are those conditions, practices or processes that might adversely affect 
the rights, safety or well-being of users and staff.

•	 Essential (E)

Essential measures are considered fundamental to the provision of safe, decent and 
quality care, and are designed to provide an in-depth view of what is expected from the 
available resources.

•	 Developmental (D) 

Developmental standards are elements of quality of care to which health management 
should aspire to achieve optimal care. Non-compliance with these measures does not 
necessarily constitute a risk to patients. However, developmental standards form an in-
tegral part of a quality health care system and enhance a health establishment’s ability 
to provide optimal care.

Table 7.2: Risk matrix for classification of risk category of measures
LIKELI-
HOOD

DESCRIP-
TION

SEVERITY
Insignifi-
cant (1)

Minor
(2)

Moderate
(3)

Moderate
(3)

Cata-
strophic

(5)
Most
(3)

Most pa-
tients in 

the health 
establish-
ment will 

be affected

Medium 
(Essential)

Medium 
(Essential)

High 
(Vital)

Extreme Extreme

Some
(2)

Some 
patients in 
the health 
establish-
ment will 

be affected

Low (De-
velop-men-

tal)

Medium 
(Essential)

Medium 
(Essential)

High 
(Vital)

Extreme

Rare
(1)

Very few 
patients 

will be af-
fected

Low 
(Devel-

op-mental)

Low (De-
velop-men-

tal)

Medium 
(Essential)

Medium 
(Essential)

High 
(Vital)
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7.4.	 Certificate of Compliance

In terms of Section 79(1)(b) of the National Health Amendment Act, No. 12 of 2013, the 
Office must inspect and certify a health establishment as compliant or non-compliant 
with the prescribed norms and standards. Where necessary, it may withdraw such cer-
tification

7.5.	 Monitoring Compliance

The office monitors compliance with the norms and standards through:
•	 Inspections and investigations
•	 Incident notifications and complaints
•	 Early warning systems.

All health establishments found to be compliant with the prescribed norms and stan-
dards will be issued with a certificate of compliance. The certificate of compliance is-
sued by the Office will be valid for a period of four years and is subject to renewal. 
Should there be any violation of any act during this period, an additional inspection will 
be conducted as per the procedural regulations.

A compliance notice issued against a certified health establishment suspends the com-
pliance status until the conditions set out in the compliance notice are fulfilled.

7.6.	 Enforcement of Compliance

In terms of Section 78 of the National Health Act, No 61 of 2003, the mandate of the 
Office is to protect and promote the health and safety of users by:

•	 Monitoring and enforcing compliance by health establishments with norms and 
standards as prescribed by the Minister of Health in relation to the national health 
system

•	 Ensuring consideration, investigation and disposal of complaints relating to 
non-compliance with prescribed norms and standards in a procedurally fair, eco-
nomical and expeditious manner.

The Office is required by the procedural regulations to develop an enforcement policy 
outlining the approach to be followed in the exercise of its enforcement powers. The 
enforcement policy adopted by the OHSC is progressive in nature.
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8.	 SELF ASSESSMENTS

All health establishments are expected to perform self-assessments to monitor their perfor-
mance in relation to the regulated norms and standards. The results of these self-assess-
ments must be made available to the OHSC at least once a year and must be conducted 
against the inspection tools prepared by the NDoH as part of its Ideal Clinic programme.. 
The OHSC will review these results as part of its system to monitor the health establish-
ment’s compliance with the regulated norms and standards between formal inspections. 

The content of the Ideal Clinic framework is aligned with the OHSC’s regulatory inspection 
tools. Self-assessments submitted by health establishments to the NDOH as part of the Ide-
al Clinic programme will be made available to the OHSC for our monitoring purposes. 

It is not necessary for health establishments to submit two self-assessments per year – only 
the self-assessment against the Ideal Clinic framework is required. Copies of the regulatory 
inspection tools used by the OHSC during inspections are available on the OHSC website 
should health establishments wish to access them. 

 

SELF ASSESSMENTS8
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9.	 STANDARDS DEVELOPMENT PROCESS

The Office’s mandate includes advising the Minister of Health on matters relating to the de-
termination of norms and standards to ensure the delivery of safe, effective health services 
to the citizens of South Africa, and the review of such norms and standards.

9.1.	 Process flow for standards development

9.1.1.	 Establish the need for the set of standards to be developed.
9.1.2.	 Clearly define the scope of standards.
9.1.3.	 Identify currently available standards for similar health establishments.
9.1.4.	 Conduct a literature search to determine current benchmarks regarding stan-	
		  dards of health care service delivery.
9.1.5.	 Conduct a review of relevant legislation and policies regarding the services for 	
		  which the standards are to be developed or reviewed.
9.1.6.	 Identify key stakeholders who are integral to the delivery and/or use of services.
9.1.7.	 Identify and utilise the services of legal drafters and specialists in the develop-	
		  ment of norms and standards regulations.
9.1.8.	 Draft a set of standards to serve as a point of departure for discussions with 	
		  stakeholders.
9.1.9.	 Visit the minimum required number of health establishments to ensure that the 	
		  standards measure all relevant aspects of service delivery, and are suitable as 	
		  regulatory requirements.
9.1.10.	Circulate the document to be reviewed by participants and collate their 		
		  feedback.
9.1.11.	Edit the document and submit it to the OHSC Certification and Enforcement 	
		  Committee for approval
9.1.12.	Submit the document to the OHSC board for approval.
9.1.13.	Submit the proposed standards to the NDoH for circulation and comments. 
9.1.14.	Collate comments and submit to the CEO and OHSC board for approval.
9.1.15.	The OHSC board will submit the standards to the Minister of Health for consid-
eration and publication for public comment

 

STANDARDS DEVELOPMENT PROCESS9
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10.	 GUIDANCE BY DOMAINS

10.1.	User Rights 

This chapter details the requirements of health establishments in ensuring that users’ 
rights are upheld and respected when seeking health services. It examines their rights 
as experienced from the users’ point of view, in accordance with the Batho Pele princi-
ples and the National Patients’ Rights Charter. Therefore, the chapter emphasises user 
information concerning the availability of health care services and access to care, and 
health services as experienced by users in the care survey and complaints reports. It 
includes a discussion of how health establishments should ensure that users are given 
adequate information about the health care services available to them and that they 
have access to care in a manner consistent with the nature and severity of their health 
condition.

•	 People who use health care services have the right to:
•	 Have access to information about the services provided by the health establish-

ment
•	 Access health services that are hygienic, healthy, safe, clean and secure
•	 Understand the care, treatment and ongoing support choices available to them, 

and be involved in making decisions about their care, treatment and support.
•	 Be made aware of waiting times to access services and be attended to in an 

emergency in accordance to the nature and severity of their condition.

10.1.1.	User information

Regulation number Standard
4(1) Health establishments must ensure that users are given adequate 

information about the health care services available and about ac-
cessing those services.

Guidance Adequate signage promotes access to care. To access the ser-
vices provided by the health establishment, users must be able 
to find their way to the correct service area. Signage should be 
available in the two most commonly understood local languages 
and should be easy to read and understand. In designing signage, 
consideration should be given to users who may be illiterate, e.g. 
the use of pictograms, or colour coding of signage to designate 
different service areas (where applicable).

GUIDANCE BY DOMAINS10
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Regulation number Standard
When entering the building, users should have easy access to as-
sistance if needed to determine:

•	 Whether the services they require are provided by the health 
establishment

•	 How and where to access the services if they are provided
•	 Where they can access the required services if they are not 

provided by the health establishment. 

The person designated to offer this assistance should be well in-
formed in such matters, easily identifiable within the health estab-
lishment and available to users.

Regulation Number Criteria Guidance
4(2)(a)(i) Health establishments 

must display the health 
care services it pro-
vides,

The services provided should be clearly 
displayed outside the health establish-
ment, including the times that services 
can be accessed and the days that ser-
vices are provided. This will assist users 
in identifying a health establishment that 
can meet their health needs.

4(2)(a)(ii) Display service open-
ing and closing times.

The information will assist users in ac-
cessing the services they need and in-
form them of the times that these services 
can be accessed. Where health establish-
ments do not provide a 24-hour service, 
the contact details for the local emergen-
cy health care provider must be displayed, 
to avoid unnecessary delays in accessing 
care for users requiring urgent treatment. 
This can be the number for the nearest 
health establishment providing out of 
hours care, the national emergency num-
ber, the local ambulance number, or any 
other emergency number by which users 
can access emergency services locally.

Regulation Number Criteria Guidance
4(2)(a)(iii) Display visiting hours 

where relevant.
Visiting hours must be clearly displayed at 
the entrance of the health establishment 
and units.
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4(2)(a)(iv) Ensure the complaints, 
compliments and sug-
gestions management 
system is in place and 
clearly displayed.

It is important that users understand how 
to make a complaint and what to expect 
should it be necessary for them to com-
plain. The information should be made 
available to them in a language and for-
mat they are able to understand.

The health establishment must implement 
systems to ensure that complaints are 
managed efficiently and in a manner that 
meets the complainant’s needs. 

The health establishment should use the 
opportunity provided by a complaint to 
improve its service provision by identify-
ing gaps and taking steps to close gaps, 
thereby reducing the risk of recurrence of 
incidents resulting in complaints. This will 
ensure that both the health establishment 
and future users benefit from the clinic’s 
response to the complaint.
The health establishment must provide 
information of the complaints officer with 
contact details.

The complaints in the register must be 
logged comprehensively, in line with the 
headings in the register (there should 
not be gaps, except where a resolution is 
pending). Complaints must be acknowl-
edged in writing. 

4(2)(b) Provide users with in-
formation on any fees 
payable for health care 
services, insofar as it is 
practical to do so before 
the commencement of 
health care services.

Health care users should be informed 
about the cost of care for which they will 
be responsible and should acknowledge 
receipt of such information.
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Regulation Number Criteria Guidance
4(2)(c) Display the results of 

user experiences from 
care surveys conduct-
ed within the past 12 
months.

Surveys of users’ experiences must be 
conducted at least annually. Information 
obtained should be collated, categorised 
and analysed, and included in the results 
of patients’ experience of care.

Affording users the opportunity to share 
their experiences of care allows them 
to contribute to the shaping of services. 
Their feedback can provide valuable infor-
mation on how to improve the quality of 
care and may highlight near misses or mi-
nor incidents that could prompt investiga-
tions and system changes, which, in turn, 
may prevent serious adverse incidents 
from happening. Users who are satisfied 
with the services provided are less like-
ly to complain or take legal action should 
an adverse incident occur. Eliciting feed-
back, analysing the feedback and acting 
on the information provided can therefore 
contribute to an improved working envi-
ronment for personnel as well as an im-
proved experience for users. 

10.1.2.	Access to care

Regulation Number Standard
5(1) The health establishment must ensure that users are attended to 

in a manner consistent with the nature and severity of their health 
condition.

Guidance As has been demonstrated in the six priority areas of National Core 
Standards, excessive waiting times are a source of frustration to 
users, many of whom may be losing income, or be unable to attend 
to their personal responsibilities while waiting to receive services. 
This disruption to users’ lives could be minimised by ensuring that 
waiting times are kept to a minimum by increasing the efficiency of 
service delivery. 
The expected waiting time should be in line with local targets or 
benchmarks and be calculated based on the average waiting time 
for a particular functional area from the most recent analysis for 
the preceding 12-month period. On days when the waiting time is 
significantly longer than expected, users should be informed and 
advised of the expected waiting time for that day. 



33

Regulation Number Criteria Guidance
5(2)(a) Health establishments 

must implement a sys-
tem of triage.

All users should be informed of the health 
establishment’s practice in relation to the 
prioritisation of sick, frail and elderly users 
to avoid any ill feeling when these users 
do not wait as long as others. This can be 
achieved by means of a poster or infor-
mation leaflet.
The health establishment should have a 
protocol for the stabilisation of emergency 
patients who require referral out to other 
health establishments. 

The most appropriately trained health 
care professional should perform the ini-
tial assessment on the patient. This is con-
tained in the protocol for assessment in 
the emergency room or admissions wards 
and will depend on the level of health care 
facility and the triage status of the patient.

5(2)(b) Ensure access to emer-
gency medical trans-
port for users requiring 
urgent transfer to an-
other health establish-
ment and arrange for 
them to be accompa-
nied by a health care 
provider.

The health establishment should have 
a protocol for accessing emergency pa-
tient transport which includes providers’ 
contact numbers. The response time 
for emergency calls and practice trends 
should be monitored and analysed, and 
reports submitted to the relevant author-
ity or forum reviewing emergency patient 
transport. Health care personnel should 
be aware of the protocol for accessing 
emergency transport.

Regulation Number Criteria Guidance
5(2)(c) Adhere to guidelines 

on stabilising users 
presenting in an emer-
gency before referring 
them to another health 
establishment.
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5 (3) Maintain a system of 
referral as established 
by the responsible au-
thority.

Where the health establishment is not 
able to provide the services required by 
a user, systems must be in place to en-
sure the efficient transfer of the user to a 
health establishment that is able to meet 
the user’s needs. This will require the 
identification of local establishments pro-
viding services not offered at the health 
establishment, the clearly defined referral 
pathways, documentation of the contact 
details of establishments to which users 
will be referred, documentation of contact 
details for transport services, the devel-
opment of standardised forms to record 
user details both for the referral and for 
transport required, and documentation of 
the information to be provided to users 
regarding the referral. The health estab-
lishment of these systems will require col-
laboration between the health establish-
ments within the district. All aspects of the 
system should be documented to ensure 
continuity of service provision. The docu-
mentation should be available to all per-
sonnel involved in the referral process.

5 (4) (a) Ensure that users are 
given information relat-
ing to their referral to 
another health estab-
lishment.

Health care users who have been referred 
out must be given the necessary details of 
where to go, why they are being referred 
and what to do after they have been seen 
by the referral health establishment or 
health care provider.

Regulation Number Criteria Guidance
5 (4) (b) Ensure that a copy of 

the referral document 
is kept in the user’s 
health record.

The referral protocol describes the crite-
ria for referral in terms of emergency or 
planned patient transport, where in the 
network they are being referred and what 
documentation is required to accompa-
ny the patient. A complete referral form 
should be retained in the user’s health 
records and contain at least the following 
information:

•	 The user’s details 
•	 Reason for referral
•	 The user’s health status
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•	 The medication or treatment they 
have received and medication they 
are currently on

•	 Results of laboratory or radiology in-
vestigations

•	 Any risk factors or infections that 
may be of concern. 

10.2.	Clinical Governance and Clinical Care

The clinical governance and clinical care domain focus on the requirements of the 
health establishment for delivering safe, quality clinical care to users. It is the core 
domain of the standards and has been designed to highlight clinical risks to patient 
safety and reliability of care. The domain describes the importance of maintaining 
patients’ health records with the necessary patient identifying information, history and 
clinical assessment content, care plans and the execution of these plans. It also high-
lights the legislative requirements in terms of the recording of information in patients’ 
health records, eligibility and health professionals’ signatures and details. The domain 
expands on how patients are to receive quality care by monitoring the consistency 
and reliability of care delivered against best practice and approved guidelines, includ-
ing care for priority health conditions. 

The pivotal functions of the clinical leadership team are to drive quality and patient 
safety and provide a supervisory role, which are part of the clinical leadership and 
clinical risk sub-domain. The health establishment has an obligation to identify and es-
tablish quality and safety programmes to protect patients from reasonably foreseeable 
clinical risks, reduce or prevent adverse events, identify, assess and treat high-risk 
and vulnerable users, protect patients undergoing high-risk procedures and imple-
ment an infection prevention and control programme to reduce health care associated 
infections. 

As part of the infection prevention and control programme, the health establishment 
must ensure that respiratory risks are identified and reduce the transmission of air-
borne infections, ensure effective decontamination and sterilisation processes, pro-
vide a hygienic and clean clinical environment and handle, store and dispose of health 
care risk waste safely and effectively.

People who use health care services have the right to:

•	 Be protected from unsafe and inappropriate care by having comprehensive and 
complete health records

•	 Receive care that promotes optimal clinical outcomes through the provision of 
consistent and reliable care for their condition, including the priority health condi-
tions

•	 Be protected from clinical risks and hazards through quality and safety pro-
grammes

•	 Be assessed and treated with additional safety precautions if they are high-risk 
or vulnerable patients, or are undergoing a high-risk procedure



36

•	 Be protected from acquiring a health care associated infection through sound in-
fection prevention and control systems, airborne transmission reduction mecha-
nisms, effective decontamination and sterilisation processes, and a hygienic and 
clean clinical environment.

10.2.1.	User health records and management

Regulation Number Standard
6(1) The health establishment must ensure that health records of health 

care users are protected, managed and kept in line with sections 
14, 15 and 17 of the Act.
This measure addresses the confidentiality of health records in 
user care areas where they are being used by health care provid-
ers during consultations. User records must be managed in the unit 
or area in a manner that ensures that confidentiality of the informa-
tion is maintained.

Regulation Number Criteria Guidance
6(2)(a) A health establishment 

must have a record 
filing, archiving, dis-
posing, storage and 
retrieval system that 
complies with the law.

The health establishment should have a 
standard operating procedure on the man-
agement of health records: the retrieval, 
filing, classifying, pre-retrieval and refiling 
of health records.

Health records’ storage area/s must have 
sufficient space for all records to ensure 
that records are stored in a systematic 
way that allows for easy and rapid identifi-
cation and retrieval when required.

Staff working in the health records storage 
and archive department should be trained 
in the management of records.

6(2)(b) Ensure confidentiality 
of health records.

To prevent easy and unauthorised access 
to information, confidentiality of user re-
cords should be maintained in all areas, 
especially in the clinical area. This in-
cludes health records of users waiting to 
be seen, users who have already been 
seen, and health records being used for 
clinical audits that have not yet been re-
turned to the records storage area.

Such records should be kept in a manner 
that safeguards against unauthorised ac-
cess to their content.
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6(2)(c) Secure health records, 
using appropriate se-
curity control mea-
sures, in the records 
storage area and in the 
clinical service area. 
in accordance with the 
Protection of Personal 
Information Act, No.4 
of 2013.

The health records storage areas should 
have a lockable security gate, strong room 
door, access-controlled door, or CCTV-
that is functional and monitored.

The storage area should be fire-proof, 
such that should there be fire outside the 
records room, the fire-proofing measures 
would delay the fire gaining access to the 
records room.

6(4)(a) Create and maintain a 
system of user health 
records in accordance 
with the requirements 
of section 13 of the Act.

Record the biographic 
data of the user and the 
identification and con-
tact information of the 
user and his/her next of 
kin.

The user’s health records must comply 
with statutory requirements for record 
keeping. All entries must be dated and in-
clude the health practitioner’s credentials.

6(4)(b) Record information re-
lating to their examina-
tion of and health care 
interventions for users.

Patients’ files should comply with statutory 
requirements for record keeping.

Results of investigations done must be re-
tained in users’ files.

Users’ discharge records should be audit-
ed for completion and the identification of 
gaps. 

6(5) Have a formal process 
for obtaining informed 
consent from users.

The health establishment should have 
a policy and/or guideline for health care 
personnel for obtaining informed consent 
from users as per the HPCSA guidelines. 
This includes the procedures for users 
with guardians and/or mental health care 
users, minor procedures in a clinic setting 
and HIV counselling and testing.  

The guidelines should include: 

•	 The procedure that the patient is to 
undergo or the testing (in the case of 
HIV testing) 

•	 An explanation of the risks and alter-
native procedures

•	 Signatures of the health care provid-
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er performing the procedure, as per 
the requirements of section 7 of the 
National Health Act.

All relevant areas must be filled in; where 
they are not applicable, it must be indicat-
ed as such.

6(6) The health establish-
ment must issue a dis-
charge report to users, 
in accordance with sec-
tion 10 of the Act.

Upon discharge from the health establish-
ment, a comprehensive discharge report 
should be completed for all users and a 
copy kept in their health record. 

Discharge forms for mental health care 
users must follow the requirements of the 
Mental Health Care Act, including:

•	 Details of the patient’s prognosis
•	 Provisional and final diagnosis or le-

gal classification
•	 Treatment given.  

10.2.2.	Clinical management

Regulation Number Standard
7(1) The health establishment must set up and maintain clinical man-

agement systems, structures and procedures that give effect to na-
tional policies and guidelines.
Clinical guidelines are aids to providing safe user care and sum-
marise the best available evidence regarding the management of 
clinical conditions. They are not intended as rigid instructions to 
health care professionals, but rather as a reference document to 
give health care professionals all the information they require in a 
readily accessible format, to assist them in making the best possi-
ble decisions for individual users. In addition, they act as a remind-
er to ensure that no essential steps in investigation and treatment 
are omitted during the customisation of a care package for an indi-
vidual user.

When implemented correctly, clinical guidelines assist in reducing 
variations in care which, in turn, leads to improved user outcomes.
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Regulation Number Criteria Guidance
7(2)(a) The health establish-

ment must ensure that 
clinical policies and 
guidelines for priority 
health conditions is-
sued by the national 
department are avail-
able and communicat-
ed to health care per-
sonnel.

The national guidelines for priority health 
conditions must be available at the health 
establishment. Personnel should receive 
training on the content of the guidelines, 
and clinical audits should be done to en-
sure that users are managed in accor-
dance with the guidelines.

7(2)(b) The health establish-
ment must establish 
and maintain systems, 
structures and pro-
grammes to manage 
clinical risk.

Clinical audits must be conducted on all 
priority programmes provided at the health 
establishment. The audits should focus 
on ensuring that the clinical guidelines for 
the national priority programmes are im-
plemented. Clinical audits should be con-
ducted in accordance with any guidance 
available from the relevant authority. The 
indicators selected for the audit should 
deliver benefit to user care services and 
can include indicators related to inputs, 
processes or outcomes. 

Clinical auditing is about measuring the 
quality of care provided to users against 
relevant standards. Where these stan-
dards are not met, the audit should assist 
in understanding the factors contributing 
to this situation. This information can then 
be used to set priorities and make im-
provements. Care provided in each priori-
ty programme should be audited by clinic 
personnel at least once a year. 

The health establishment must design, im-
plement and monitor safety programmes 
in the clinical areas to protect and pro-
mote the health and safety of users.

The health establishment must have a 
clinical risk management SOP.
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Regulation Number Criteria Guidance
A multidisciplinary clinical risk assess-
ment committee must be set up with es-
tablished terms of reference.

The committee must have a documented 
clinical risk management strategy.
Minutes of the committee must be made 
available and reflect the mitigation of risks 
above predetermined threshold, and the 
identification of gaps.

Documented evidence must be provided 
showing how identified problems have 
been addressed, including the quality im-
provement plans with time frames.
The health establishment must audit its 
delivery of care through internal audits 
conducted on health records against the 
clinical guidelines as published by the 
NDoH. 

Findings must be recorded and reported 
to staff in the unit. Quality improvement 
initiatives should be developed to address 
any gaps found on audit. 

The health establishment should partici-
pate in mortality and morbidity meetings 
to identify gaps in clinical care and deter-
mine ways to address them.

10.2.3.	Infection prevention and control programmes

Regulation Number Standard
8(1) The health establishment must maintain an environment that min-

imises the risk of disease outbreak, and the transmission of infec-
tion to users, health care personnel and visitors.
Infection rates must be monitored and analysed to track perfor-
mance and improvements in quality of care. The health establish-
ment has a functional infection prevention and control (IPC) forum 
with health care professionals participating as active members. 
Personnel from the units participate in the forum, either directly or 
via a representative of a group of units, depending on the size of 
the facility. The IPC forum has terms of reference describing its in-
terdisciplinary membership, roles and responsibilities and strategy 
for managing infections in the health establishment. There should
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be evidence that the IPC forum receives reports from the various 
clinical units on infection rates, which are used to identify gaps in 
quality of care for the implementation of quality improvement initia-
tives. 

Clinics should have access to an IPC forum at district level. They 
should participate actively and provide reports to this forum and 
receive feedback.

Regulation Number Criteria Guidance
8(2)(a) A health establishment 

must ensure that hand 
washing facilities are 
available in every ser-
vice area.

8(2)(b) The health establish-
ment must provide 
isolation units or cu-
bicles for users with 
contagious infections, 
use personal protec-
tive equipment and ad-
minister prophylactic 
immunisations to staff 
where relevant.

The health establishment should have a 
protocol for the management of patients 
who require isolation, which specifies the 
criteria for isolation, the isolation facilities 
to be used and the procedure to be fol-
lowed for isolation. 

The protocol should include guidelines for 
a referral system for access to isolation 
accommodation and must meet the crite-
ria for a formidable epidemic disease iso-
lation facility.
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8(2)(c) The establishment 
must ensure clean lin-
en is provided to meet 
users’ needs.

The health establishment must ensure that 
users are provided with sufficient clean 
and decent linen that protects them from 
infections Torn linen must not be used but 
sent for mending.

An SOP for the management of laundry 
services should be detailed.
A service level agreement (SLA) should be 
in place for outsourced linen service pro-
viders. The health establishment should 
monitor the service and take action in the 
event of failure to deliver or other SLA 
breaches.

Linen requirements, such as mattresses 
and bedding, should meet the needs of 
the units and sufficient stocks should be 
maintained. 
Linen and mattresses should be stored in 
lockable storage areas.

Inventory of linen must be taken with reg-
ular reconciliation of linen going in and out 
of the units.

Shortages of linen should be reported to 
executive senior management and cor-
rective action taken.

All laundry machines should be in working 
order to ensure optimal and efficient ser-
vice delivery.

8(2)(d) Ensure that health care 
personnel are protect-
ed from acquiring in-
fection through the use 
of personal protective 
equipment and prophy-
lactic immunisations.

Health personnel are provided with per-
sonal protective equipment and trained in 
the use thereof.

Health care workers are protected against 
high-risk infectious diseases and offered 
prophylactic immunisation.
There is evidence of the record of admin-
istered immunisations and refusal thereof.

Nationally approved respirators for health 
care personnel at risk of contracting TB or 
exposed to serious respiratory infections. 
The respirators are fit tested or have a 
seal check performed to determine the
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correct size for each personnel required 
to wear them. The personnel follow the 
correct procedures for donning, use and 
doffing the respirators.

10.2.4.	Waste management

Regulation Number Standard
9(1) The health establishment must ensure that waste is handled, 

stored, and disposed of safely in accordance with the law

Regulation Number Criteria Guidance
9(2)(a) The health establish-

ment must have appro-
priate waste containers 
at the point of waste 
generation.

The SOP for obtaining additional health 
care risk waste (HCRW) containers 
should be available and communicated to 
all personnel.
Suitable waste containers must be avail-
able in the service units where waste is 
generated. Storage areas for HCRW con-
tain suitable containers, or freezers and 
fridges in the case of human tissue waste. 
Records must be kept of waste being 
stored and removed from the health es-
tablishment, including registers for human 
tissue waste which contain all the patient’s 
relevant details.

9(2)(b) Implement procedures 
for the collection, han-
dling, storage and dis-
posal of waste.

The health establishment has policies that 
guide the safe management of HCRW in-
cluding:

•	 Safe collection and handling
•	 Segregation
•	 Storage
•	 Disposal.

The health establishment must have an 
agreement with an outsourced provider 
to transport and the handle HCRW. Their 
service levels must be monitored, and any 
breaches investigated and reported to the 
executive management of the health es-
tablishment and the relevant authority. 
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10.3.	Clinical Support Services

The domain on clinical support services includes all services that support clinical care, 
including timely availability of medicines, efficient provision of diagnostic and therapeu-
tic services, and provision of medical equipment that is functional and appropriate for 
the care being provided. 

Pharmaceutical services must oversee operations of medicine prescribing, acquisition, 
storage, dispensing and administration. They must ensure the availability of medicines 
and medical supplies, to promote clinical outcomes and protect patients from harmful 
medicines.
Diagnostic and blood services must be available and efficient to provide timely and ac-
curate diagnoses or blood products.

Therapeutic services must be accessible and provide multidisciplinary care that follows 
best practices and safety guidelines and promotes clinical outcomes for patients.

Medical equipment must be available and functional and safe for use by being main-
tained according to the manufacturer’s specifications.

Mortuary services must store, release and transport deceased bodies safely, with re-
spect for human dignity and rights.

People who use health care services have the right to:

•	 Receive medicines and medical supplies on the day they access the services, or 
while in the care of the services, in a timely manner that promotes their clinical 
outcomes and treatment goals

•	 Be protected from unsafe medicines through the effective storage, prescribing 
and administration of medicines according to pharmaceutical best practice

•	 Have access to accurate and timely results of diagnostic procedures
•	 Have access to safe blood products that are available to promote their clinical 

outcomes
•	 Be cared for in a multidisciplinary manner by therapeutic support services that 

follow best practice and are accessible
•	 Come into contact with medical equipment that has been maintained, and is safe 

and functional
•	 Be treated with dignity and respect when they die.

10.3.1.	Medicine and medical supplies

Regulation Number Standard
10(1) The health establishment must comply with the provisions of the 

Pharmacy Act, 1974 and the Medicines and Related Substances 
Act, No. 101 of 1965.
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Regulation Number Criteria Guidance
10(2)(a) The health establish-

ment must implement 
and maintain a stock 
control system.

A document outlining the terms of agree-
ment for the supply of all stock according 
to different functional areas must be avail-
able and signed by two parties, dated, and 
specify the ordering procedure and deliv-
ery date. 

A document reflecting the monitoring of 
medicine delivery compliance with the 
SLA must be available.

A stock management system must be in 
place, either electronic or manual, outlin-
ing procedures that:

•	 Guide how stock orders are placed 
•	 Specify how stock is issued 
•	 Check expiry dates 
•	 Ensure stock is rotated. 

Stocktakes must be conducted at least 
yearly and the physical stock must cor-
relate with that on the stock management 
system.

10(2)(b) Ensure the availability 
of medicines and med-
ical supplies for the de-
livery of services.

Tracer medicines, as per the tracer med-
icines list, must be available in the phar-
macy or medicine room. 

Medicine availability must be monitored 
and reported at least weekly or daily in the 
event of a critical shortage.

The operating hours of the pharmacy 
must be displayed with duty rosters to 
show that a pharmacist is available to 
provide access to medicines during these 
operating hours. A procedure must be in 
place for accessing medicines when the 
pharmacy is closed, including an emer-
gency cupboard with controlled access. In 
clinics, contact details must be provided 
for pharmacy staff to give access to medi-
cines during an emergency.

The health establishment must have pro-
cedures for ordering, following up orders 
and receiving medicines from suppliers or
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the depot. An SLA with suppliers of med-
icines must be in place and receipt of 
orders must be monitored against these 
service levels. Any evidence of discrep-
ancies in orders received must be report-
ed to the executive management of the 
health establishment and the relevant 
authority. Feedback from the authority 
must be obtained of corrective actions to 
be taken with the supplier or changes to 
the SLA terms. The health establishment 
must have protocols for the management 
of medicines in each unit which describes 
the ordering, prescribing, storage, prepa-
ration, dispensing and administration of 
medicines.

Regulation Number Criteria Guidance
A roster must be set up scheduling month-
ly visits by the pharmacist to the unit to 
assess compliance with these protocols.

The health establishment must ensure 
that in all areas where medicines are 
stored (pharmacy, medicine rooms, unit 
stock rooms) good pharmacy practice 
guidelines are followed in terms of:

•	 Secure storage
•	 Space 
•	 Classification systems
•	 Cleanliness of the environment
•	 Temperature control. 

Thermo-labile medicines must be stored 
in the following manner to maintain the 
cold chain:

•	 In a fridge suitable for medicines only
•	 Temperature monitored and con-

trolled
•	 Having a backup system in the event 

of power failure.

The health establishment must have a 
protocol for the management of schedule 
5 and 6 medicines, which include the way
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in which these medicines are controlled, 
recorded and administered.

10.3.2.	Diagnostic services

Regulation Number Standard
11(1) The health establishment must ensure that diagnostic services are 

available and safe for users and health care personnel involved in 
delivering these services.

Regulation Number Criteria Guidance
11(2) A health establishment 

must, where applica-
ble, be accredited by 
the relevant regulato-
ry body relating to the 
type of diagnostic ser-
vices.

A valid accreditation certificate issued by 
the South African National Accreditation 
System must be obtained for laboratory 
and diagnostic imaging services.

10.3.3.	Blood services

Regulation Number Standard
12(1) Hospitals and CHCs must ensure that users have access to blood 

and blood products when required.

Regulation Number Criteria Guidance
12(2)(a) Health establishments 

must ensure that blood 
and blood products 
are stored, handled 
and delivered in accor-
dance with their cold 
chain procedures.

Cold chain procedures and equipment 
must be in place to ensure that the integ-
rity of blood products is maintained at all 
times, including during transportation.

The health establishment must have an 
SOP for the maintenance of cold chain 
procedures for blood and blood products. 
Health care professionals should be able 
to describe the cold chain procedure.

12(2)(b) Health care personnel 
involved in the delivery 
of blood services must 
protect users and other 
health care personnel 
from exposure to haz-
ardous waste.

Blood services personnel must have ac-
cess to personal protective equipment to 
perform their duties. Patients must be pro-
tected from exposure to hazards through 
warning notices and the provision of per-
sonal protective equipment.
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12(2)(c) Adverse blood reac-
tions must be reported 
to a committee in the 
health establishment 
that monitors adverse 
incidents.

Adverse blood reactions must be reported 
to the forum on adverse events and clas-
sified according to severity.

Zero reports must also be noted.

10.3.4.	Medical equipment

Regulation Number Standard
13(1) The health establishment must ensure that medical equipment is 

available and functional in compliance with the law.

Regulation Number Criteria Guidance
13(2)(a) The health establish-

ment must ensure that 
equipment is licensed 
where required from 
the relevant licensing 
body.

All units in the health establishment must 
have the required minimum functional es-
sential medical equipment, which must be 
included in a preventative maintenance 
plan.

13(2)(b) Ensure that available 
equipment is consis-
tent with the essential 
equipment list in all 
clinical services areas.

The health establishment must provide 
the units with general specifications and 
guidance on equipment that may be re-
quested. The equipment needs of each 
unit must be evaluated against the spec-
ifications and approved by the committee 
reviewing medical equipment procure-
ment or the relevant authority.

10.4.	Facilities and Infrastructure

The facilities and infrastructure domain cover the requirements for a clean, safe and se-
cure physical infrastructure (buildings, plant and machinery) and functional, well man-
aged hotel services and waste disposal systems. It contains the requirements for the 
buildings and infrastructure to be sufficient, fit for purpose and fit for the services that 
need to be delivered, including that the facility meets all occupational health and safe-
ty laws, and building and environmental standards. The domain also addresses the 
functionality and maintenance of building engineering services (plans and machinery) 
that support the safety of users and protect them from harm by ensuring uninterrupted 
supply of electricity, water, sewerage, gas and suction services. The safety and securi-
ty of patients in the health establishment is dealt with through the provision of security 
systems, especially at vulnerable patient points, in order to protect patients, health care 
personnel, equipment and property. 
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Part of this domain requires that public areas of the health establishment are kept clean 
to maximise patients’ safety and comfort. 

People who use health care services have the right to:

•	 Be cared for in a building and grounds that are fit for purpose and fit for service, to 
protect them from safety risks and allow effective care to be provided

•	 Have their safety and security taken care of, especially if they are vulnerable pa-
tients

•	 Be protected from service disruptions or safety incidents when there is a power, 
water or other service interruption

•	 Be able to communicate with the health establishment in cases of emergency or 
when information is required

•	 Clean buildings and grounds from which waste is safely removed to reduce poten-
tial health risks.

10.4.1.	Management of buildings and grounds

Regulation Number Standard
14(1) The health establishment and its grounds must meet the require-

ments of the building regulations.

Regulation Number Criteria Guidance
14(2)(a) A health establishment 

must, as appropriate 
for its type of buildings 
and grounds, have 
all the required com-
pliance certificates in 
terms of the building 
regulations.

Valid certificates, approvals or authorisa-
tions for the health establishment’s build-
ings and facilities, electricity installations, 
fire extinguishers and water reticulation 
systems must be available.

The fire certificate must indicate the lo-
cation and number of inspected fire ex-
tinguishers, date of inspection and date 
of expiry. The fire certificate should be 
checked to determine its validity, e.g. if 
there have been any alterations to the 
building since the certificate was issued. 
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14(2)(b) A health establishment 
must, as appropriate 
for its type of buildings 
and grounds, have a 
maintenance plan.

The health establishment must determine 
what its building and infrastructure needs 
are to meet compliance and legislative re-
quirements, and it must document these in 
a plan. The plan must identify what main-
tenance and renovations, or new buildings 
are required, including their costs.

The plan is to be approved by the relevant 
authority and included in an approved 
budget. Delegation of authority for imple-
menting the infrastructure plan should be 
clearly defined in the approved plan. 

Where planned maintenance cannot be 
carried out according to schedule, a re-
port must be submitted to the executive 
management describing the mitigation 
steps taken.

14(2)(c) A health establishment 
must, as appropriate 
for its type of buildings 
and grounds, ensure 
emergency exit and 
entrance points are 
provided in all service 
areas and kept clear at 
all times.

Emergency access points must be kept 
clear and open both for vehicles and am-
bulances as well as patients, stretchers 
and beds. Entrances must be accessible, 
allowing patients in wheelchairs, stretch-
ers or patient beds to pass freely without 
hindrance.

14(2)(d) A health establishment 
must, as appropriate 
for its type of buildings 
and grounds, have a 
ventilation system that 
maintains the inflow of 
fresh air, temperature, 
humidity and purity of 
air within specified lim-
its set for different ser-
vices areas such as 
theatres, kitchens and 
isolation units

Ventilation systems must comply with reg-
ulations and be provided according to the 
specifications in the IUSS guidelines in 
all critical areas used by users and health 
care personnel.

Natural or mechanical ventilation must be 
present in areas where infection control 
risk assessments have identified the need 
for these interventions. 

All users’ areas and theatres must have 
functional ventilation systems that are 
maintained and serviced as per the pre-
ventative maintenance plan. Particle 
counts must be performed in theatres only 
when they have been renovated, or newly 
built, or in the case of outbreaks.
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10.4.2.	Engineering services

Regulation Number Standard
15(1) The health establishment must ensure that engineering services 

are in place.

Regulation Number Criteria Guidance
15(2) A health establishment 

must have 24-hour 
electrical power, light-
ing, medical gas, water 
supply and sewerage 
disposal systems.

The location of the main building engi-
neering services must be indicated in a 
document; building engineering services 
include electrical, mechanical, water and 
sewage connections.

To ensure uninterrupted services to users, 
routine inspections must be conducted 
and documented to ensure availability of 
services such as electrical power, emer-
gency medical gas, vacuum systems, wa-
ter and sewage disposal.

Records of monitoring the availability of 
emergency power during electrical down-
times must be available.

10.4.3.	Transport management

Regulation Number Standard
16(1) The health establishment must ensure that vehicles for transport-

ing users and health care personnel are safe and well maintained.

Regulation Number Criteria Guidance
16(2)(a) Health establishments 

must ensure that vehi-
cles, owned or used, 
are licensed and main-
tained.

All vehicles must be properly registered, 
licensed and serviced according to their 
maintenance and service plans.

Records of all maintenance carried out for 
all vehicles must be available, including 
invoices from the service provider.
Valid copies of all vehicle licenses must 
be available.

The health establishment must monitor 
the performance and usage of vehicles 
including keeping drivers’ log sheets, re-
cording kilometres travelled and submit
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ting statements in the event of an acci-
dent.

16(2)(b) Ensure that drivers 
have valid driver’s li-
cense and/or public 
transport driving permit.

Drivers must be qualified to drive and 
have a valid driver’s license and, where 
applicable, a public service certificate. 
The health establishment must have valid 
copies of all drivers’ documents.

10.4.4.	Security services

Regulation Number Standard
17(1) The health establishment must have systems to protect users, 

health care personnel and property from security threats and risks.

Regulation Number Criteria Guidance
17(2) The health establish-

ment must ensure that 
security staff are ca-
pacitated to deal with 
security incidents, 
threats and risks.

The health establishment must have a 
designated or appointed safety and se-
curity manager who is appropriately qual-
ified and experienced, with clear roles and 
responsibilities as documented in a job 
description 

A security protocol outlining the security 
systems must be in place and linked to a 
safety and security plan detailing high-risk 
areas.
An in-service training plan on risk identi-
fication in vulnerable patients, reporting 
and interventions must be available to all 
health care personnel.

10.5.	Governance and Human Resources

Clinical governance is an integrated component of corporate governance of health ser-
vices. It ensures that everyone, from clinicians, to managers and members of the gov-
erning body, is accountable to health care users and to the community for assuring the 
delivery of health services that are safe, effective, integrated, of high quality and contin-
uously improving. Health establishments need to put in place strategies that consider 
their local circumstances.

An effective governance system in health services is characterised by leadership that 
influences the safety of care by supporting the workforce, shaping the culture, set-
ting the direction and monitoring progress in safety and quality performance. Engaging 
managers and clinicians in quality improvement activities is important for aligning clini-
cal and managerial priorities .
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The leadership and governance domain cover the strategic direction provided by the 
governance structures and the executive management of the health establishment in 
improving patient safety and the quality and acceptability of services in the health es-
tablishment. It includes the proactive leadership, planning and risk management role 
that the governance structures and executive management must provide to health care 
personnel, and the resources and workforce required to deliver services against the 
health establishment’s strategic direction.

The domain also talks to the general quality improvement of systems and processes 
within the health establishment (over and above the clinical quality improvement from 
domain 2) in order to ensure that acceptable, quality and safe services are delivered. It 
covers the responsibilities required daily to support and ensure the delivery of safe and 
effective patient care, including management of human resources (HR) and finances. 
It requires that the health establishment manage its health personnel to ensure their 
capacity to provide efficient and quality health care services. Health personnel must be 
protected from workplace hazards through an occupational health and safety system 
and their health and wellbeing promoted through lifestyle modification programmes. 
Satisfaction levels of health care personnel with their working environment must be 
measured annually.

People who use health care services have the right to:

•	 Help guide the health establishment’s strategic direction and operations by being 
part of its governance structures, or providing inputs into the quality improvement 
of processes and systems by making suggestions or having their complaints 
addressed

•	 Be cared for by health care personnel who are adequate in number and have the 
necessary skills and experience to perform their respective duties of care

•	 Be cared for by health care personnel who have been protected from occupation-
al health risks and workplace hazards and who have taken care of their health 
and psychosocial wellbeing

•	 Know who the executive managers are, what the organogram of the health es-
tablishment looks like and what posts are vacant

•	 Know what the vision, mission and values of the health establishment are and 
how it plans to meet its strategic direction.

10.5.1.	Governance 

Regulation Number Standard
18(1) The health establishment must have a functional governance struc-

ture with written terms of reference.
Leaders at all levels of the organisation must set up and use clini-
cal governance systems to improve the safety and quality of health 
care for health care users.
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Regulation Number Criteria Guidance
18(2) The health establish-

ment must ensure that 
it has a representative 
board that meets at 
least twice a year.

Letters of appointment for the members of 
the governance structure must be avail-
able.
The health establishment must have terms 
of reference for its governance structure. 

Provide the represen-
tative board or commit-
tee with the necessary 
information regarding 
the clinical governance, 
operational manage-
ment, and financial and 
quality performance of 
the health establish-
ment.

The health establishment must give the 
representative board or committee the 
necessary reports, statistics and informa-
tion about its:

•	 Clinical governance activities
•	 Safe and quality of care
•	 Operational management
•	 Financials and quality performance 
in-
           cluding strategic plans
•	 Operational plans
•	 Budgets
•	 Operational review reports
•	 Quality of care statistics complaints
           and patient satisfaction levels

Request guidance and 
implement recommen-
dations from the rep-
resentative board or 
committee to improve 
service delivery.

The representative board or committee 
must offer guidance and recommenda-
tions to the health establishment on its:

•	 Strategic plan
•	 Policies and procedures
•	 Mission and vision
•	 Quality improvement plans
•	 Quality of care indicators and repor-
          ts
•	 Clinical risks
•	 Organisational risks
•	 Finances
•	 Human resource management
•	 Performance management of exec-
          utive managers.

The representative board or committee 
documents any corrective actions to im-
prove service delivery based on its review 
of the health establishment’s operations. 
These are monitored for implementation 
over time.
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10.5.2.	HR management

Regulation Number Standard
19(1) The health establishment must ensure that it has systems in place 

to manage health care personnel in line with relevant legislation, 
policies and guidelines.

Regulation Number Criteria Guidance
19 (2) (a) The health establish-

ment must, as appropri-
ate to its type and size, 
have and implement a 
human resource plan 
that meet its needs.

The operational plan must take into ac-
count the services the health establish-
ment has to offer, which is reflected in the 
HR and financial plans (staffing and bud-
gets).

19 (2) (b) The health establish-
ment must, as appro-
priate to its type and 
size, have a perfor-
mance management 
and development sys-
tem in place.

As required by the recruitment policy, all 
health personnel files must be compre-
hensive and complete and contain their 
necessary qualifications and human re-
source development and performance 
management information.

Each health care employee must have 
a performance management agreement 
containing his/her performance targets. 
These performance agreements are mon-
itored at least annually with remedial ac-
tion being documented if necessary.

All executive managers in the health es-
tablishment must have signed perfor-
mance management agreements with 
their manager and the relevant authori-
ty. Quarterly performance reviews must 
be conducted, and documented plans of 
remedial action be taken to address any 
gaps in performance.

19 (2) (c) Have a system to moni-
tor that health care per-
sonnel maintains their 
professional registra-
tion with the relevant 
council on an annual 
basis.

Records must demonstrate that health 
care providers’ registrations with the rele-
vant professional body or council are cur-
rent and are verified yearly. This includes 
employed as well as sessional or inde-
pendent health care providers.
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10.5.3.	Occupational health and safety

Regulation Number Standard
20 The health establishment must comply with the requirements of the 

Occupational Health and Safety Act, No. 85 of 1993.

Regulation Number Criteria Guidance
The programme for the 
prevention and control 
of respiratory infections 
must be in place.

To prevent respiratory infections:

•	 All masks must be NIOSH -approved 
with a particle filtration efficiency of 
95%

•	 Fit test must be performed on all em-
ployees.

Awareness of safe-
ty and security issues 
must be promoted.

Signs must be displayed at the entrance 
and at strategic points within the health 
establishment, e.g. waiting areas, where 
oxygen cylinders are kept, or where flam-
mable cleaning materials are stored.

10.6.	Adverse Events

Regulation Number Standard
21 The health establishment must always have a system to monitor 

and report adverse events

Regulation Number Criteria Guidance
21(2)(a) The health establish-

ment must have a reg-
ister for all adverse 
events.

A systematic way to collect adverse events 
should be in place including a reporting 
format and a system, consistently applied 
by each unit, to classify events in terms of 
severity. 

The forms used to report adverse events 
should be available in all units and con-
tain, as a minimum:

•	 Information about the type of event
•	 Circumstances surrounding the 
event
•	 Response by health care personnel 
           immediately after the event
•	 Classification of the severity of the
           event
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There is a process for identifying adverse 
events when addressing complaints, so 
they can be immediately investigated, or 
mitigating actions put in place to prevent 
further harm to patients.

21(2)(b) Have a system in place 
to report adverse inci-
dents to a structure in 
the health establish-
ment or responsible 
authority that monitors 
these events.

The health establishment must have an 
adverse events policy which details its 
approach to the management of adverse 
events, including how to identify, classify, 
report, escalate, communicate, perform 
a root cause analysis and communicate 
with patients and their families. 

Personnel must demonstrate that the 
health establishment encourages the re-
porting of adverse events through their 
understanding of what adverse events 
are, knowing how to report them, and hav-
ing access to easy-to-use adverse events 
reporting forms or systems. The health 
establishment must report adverse events 
to the relevant authority (as prescribed as 
an early warning system in section 79(1)
d and 79(2)b of the National Health Act). 

Adverse events are investigated to es-
tablish the root cause to determine future 
corrective action to be taken, and to iden-
tify trends.
A protocol must be in place for informing 
patients if they have experienced an ad-
verse event.

The forum reviewing adverse events must 
analyse all adverse events to determine 
action to be taken as part of a quality im-
provement plan to reduce adverse events. 
There should be evidence that adverse 
events are reducing over time. 

10.7.	Waiting Times

Regulation Number Standard
22 The health establishment must monitor waiting times against the 

National Core Standards for health establishments in South Africa
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Guidance As has been demonstrated in the six priority areas of National Core 
Standards, excessive waiting times are a source of frustration to 
users, many of whom may be losing income, or be unable to attend 
to their personal responsibilities while waiting to receive services. 
This disruption of users’ lives could be minimised by ensuring that 
waiting times are kept to a minimum by increasing the efficiency of 
service delivery. 

The expected waiting time should be in line with local targets or 
benchmarks and be calculated based on the average waiting time 
from the most recent waiting time analysis, within the preceding 
12-month period. 
On days when the waiting time is significantly longer than expect-
ed, users should be informed and advised of the expected waiting 
time for that day.

Regulation Number Criteria Guidance
22 Waiting times must 

be monitored, and im-
provement plans imple-
mented.

The health establishment must have a 
policy on its targets and benchmarks for 
waiting times and a plan on how it plans 
to achieve them. Waiting times surveys 
should be conducted yearly by waiting 
area section and improvements from the 
previous year should be determined.

The health establishment must assign a 
person to manage queues in the waiting 
areas. Patients should be provided with 
information about how long they will wait 
in a queue at every station in the wait-
ing area and at the consulting rooms. A 
benchmark or targeted waiting time, that 
is easily visible to waiting users, should be 
displayed in the waiting area.

There must be action plans in place to 
meet the waiting time targets for each 
waiting area section and these must be 
implemented.
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11.	COMPLIANCE REQUIREMENTS FOR DOCUMENTATION EVALUATED DURING 
INSPECTIONS

The purpose of this chapter is to clarify the requirements for the interpretation and scoring of 
evidence. While there is some flexibility about the form it can take, in addressing the mea-
sure, the documented evidence should include the following:

•	 Source (developed or published by)
•	 Date (valid for 5 years or updated within the 5 years)
•	 Signed by relevant authority
•	 Evidence that it has been read by or communicated to the relevant staff.

11.1.	Policy

A policy is a written document that outlines a government’s authority or organisational 
position on a given subject. The content varies, and policies can include references to 
legislative and regulatory frameworks guiding the policy, values, strategic objectives, 
line of authority, delegation, communication, responsibility and accountability, and pro-
cesses and procedures.

Assessment Criteria Responsible Authority
Acknowledgment as an officially ap-
proved document

National – preamble and foreword with logo 
but no signature accepted as valid until MOU 
concluded; MOU to include this issue.

Comments: 

Documents to be signed by the designated 
person (title stated).

The document will be accepted only when 
the delegated person has written pp before 
signing and the delegated person has writ-
ten his/her title. 

Note that policies are only from national or 
provincial sphere of government.

National policy – Minister or Director Gener-
al of Health

Provincial policy – MEC or HOD of Health

Organisational policy (private sector only) – 
organisational board or executive manage-
ment of the organisation

Assessment Criteria Requirements
Date of acceptance/approval/implemen-
tation

Date the policy comes into effect must be in-
dicated in the document.

COMPLIANCE REQUIREMENTS FOR DOCUMENTATION 
EVALUATED DURING INSPECTIONS11
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Duration of validity

Score the health establishments according 
to their validity period as per their set stan-
dard, i.e. according to their document and not 
according to 5-year period as set by OHSC. 

Note: The principle of scoring health es-
tablishments according to their standards 
should apply to all measures,

National policies – no currently agreed re-
view date (however, documents older than 5 
years will be scored non-compliant).
Provincial policies – in accordance with pro-
vincial policy (however, documents older 
than 5 years will be scored non-compliant).
Organisational policies – in accordance with 
organisational policy (5 years is the maxi-
mum duration of validity).

11.2.	Standard Operating Procedures

A standard operating procedure (SOP) is a set of written instructions or steps to fol-
low when performing certain functions, tasks or actions. Procedures may be part of a 
policy, or may be a separate document, usually referring to and aligned with existing, 
approved policy or research.

Assessment Criteria Responsible Authority
Acknowledgment as an officially ap-
proved document

Documents to be accepted if they have only 
the signature of the accounting officer; if hav-
ing both signatures, they score positively. 

1. Signature of compiler or chairperson of 
the    committee responsible for compiling 
the document.
2. Signature of the accounting officer.

Specific circumstances:

Pharmacy:

SOPs for management of medicines com-
piled by the District Pharmacist must be 
signed by the District Manager as the ac-
counting officer. SOPs for management of 
medicines compiled by any other pharmacist 
can be signed by the District Pharmacist as 
the accounting officer. 

Primary health care (PHC):

SOPs developed within clinics must be 
signed by the accounting officer for the dis-
trict, i.e. the District Manager or the sub-dis-
trict manager, who has been delegated to do 
so. 

Hospital:

SOPs developed at hospitals can be signed
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by the CEO as the accounting officer, or an 
individual with appropriate qualifications and 
experience who has been delegated to do 
so. “Appropriate” refers to the requirement 
for the delegated individual to have qualifi-
cations and experience related to the field of 
practice or discipline to which the SOP ap-
plies e.g. head of clinical services.

Assessment Criteria Requirements
Date of effectiveness/approval/accep-
tance/ inception

Date from which the standard operating pro-
cedure must be implemented.

Duration of validity Review date must be stated; maximum du-
ration of validity 5 years. 
Where standard operating procedures have 
not been reviewed in accordance with the 
stated review date, the document will be 
scored non-compliant, even if the review 
date is less than 5 years. 

Indication of changes made to the docu-
ment through time

The cover page must include a section that 
summarises changes made to the document 
over time. The cover page is expected to be 
in line with guidance from the DPSA on the 
development of SOPs. 
All SOPs developed from 2018 will be ex-
pected to include a cover page. SOPs devel-
oped prior to 2018 will be accepted without 
a cover page. However, all relevant informa-
tion as listed here must still be included in 
the document.

Standardised format and cover page This must be done in accordance with the 
organisational or provincial policy.

Ownership and applicability must be indi-
cated on the front page, i.e. the hospital for 
which the SOP was developed and where it 
is to be implemented. 

Name of the health establishment Where documents have been developed 
centrally and disseminated to different clin-
ics, the document would not be expected 
state the name of the individual clinic; the 
name of district office or hospital developing 
the SOP will be accepted. However, the con-
tent of the SOP must be specific for the clinic 
and not reflect the hospital environment.
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11.3.	Clinical Guidelines

Guidelines provide a practical description of recommended practice for use in specific 
circumstances. Guidelines are usually guided by the regulatory, legislative or existing 
policy framework and are underpinned by international/local evidence/best practice/
research. Guidelines provide a framework for the implementation of policy.

Assessment Criteria Responsible Authority
Acknowledgment as an officially approved doc-
ument

Signature of senior member of national depart-
ment of health; logo of the National Department 
of Health for documents developed jointly with 
other organisations; official endorsement from 
recognised academic institution

Date of acceptance/approval/implementation Date when the guideline is implemented
Duration of validity Ideally, a review date should be stated, but this 

is not always included. Guidelines older than 5 
years will be scored non-compliant

11.4.	Protocol 

A protocol provides detailed plans/steps/procedures for medical treatment emanating 
from a special interest or professional group or body.

11.5.	Terms of Reference

Terms of reference (TOR) refer to the purpose and structure/s of a project, committee, 
meeting, negotiation, or any similar collection of people who have agreed to work to-
gether to accomplish a shared goal. The TOR:

•	 Explains membership, roles and responsibilities, frequency of meetings, and 
lines and mechanisms of reporting/accountability

•	 Needs to be signed 
•	 Can be found in a separate TOR document, or within a broader document, e.g. a 

constitution. 

11.6.	Service Level Agreement (SLA)

An SLA is a contract between a service provider and their client that specifies mutual 
obligations for the service provided, plus the performance criteria undertaken by the 
provider, usually in measurable terms. 
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12.	 GENERAL DOCUMENTATION REQUIREMENTS	

Documentation requested, including but not limited to minutes of meetings, delegations, 
ordering forms, delivery notes, reports and official communications such as memos, letters 
and emails must, at the very least, be signed and dated. All signatures must be accompanied 
by a designation to indicate the level of authority of the individual providing authorisation for 
the document and to allow for auditing where required. 

12.1.	Electronic documentation

It is acceptable for documents to be made available electronically, as long as anyone 
who requires access to the documents in the course of their duties can retrieve them 
at all times. This means that, wherever documentation is made available electronically 
rather than in hard copy, the following conditions must be met:

•	 Software and hardware required to access the documents must be available and 
functional.

•	 The access level of each individual staff member must ensure that they have 
clearance to access the documents they require.

•	 Internet connectivity must be provided by the employer if the documents are to 
be accessed via the internet.

•	 Where information provided can be periodically updated via the internet, such as 
clinical guidelines provided on an application, connectivity (via internet or mobile 
data bundles) must be made available by the employer to allow for the updates 
to be effected. 

Electronic documents and/or information provided must be current and must be dated. 
Outdated documents should be removed from access and archived in the same way 
as hard copy documents to prevent access to erroneous information which may cause 
unnecessary harm to patients or result in the implementation of incorrect and potential-
ly unsafe processes.

12.2.	Official acknowledgement of documents

All electronic documents must be authorised, as for hard copy documents, to indicate 
acknowledgement by the accounting officer that the document has been endorsed of-
ficially.

As with hard copy documents, any electronic documents that do not have a legal re-
quirement for a signature must be dated and authorised. Electronic signatures can be 
used for authorisation, or the document can be acknowledged officially by other means, 
such as organisational or departmental logos. Scanned copies of documents that have 
been signed manually can also be accepted as evidence of authorisation. 

Electronic documents the do not meet the legal requirement for signatures, such as 
policies and standard operating procedures, will be regarded as non-compliant.

GENERAL DOCUMENTATION REQUIREMENTS12
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12.2.1.	What is an electronic signature?

According to the Electronic Communications and Transactions (ECT) Act, No. 25 of 
2002, an electronic signature is any data attached to or logically associated with other 
data, which is intended to be a signature and has a relationship with the data. This rela-
tionship can be a number of things, including a data signature residing in the same file, 
or data in a different file to which the original document points.

David Luyt, Associate at Michalsons Attorneys states: “This may seem overly compli-
cated, however, the important aspects here are the intent, and the relationship between 
the document and the signature. Basically, an electronic signature is a piece of data at-
tached to an electronically transmitted document as verification of the sender’s identity 
and his or her intent to sign the document.”

Under South African law, a written signature is not necessarily required for a valid con-
tract – contracts are generally valid if legally competent parties reach an agreement, 
whether they agree verbally, electronically or physically on a paper document. Section 
13(2) of the ECT Act specifically confirms that contracts cannot be denied enforceability 
merely because they are concluded electronically or through data messages.

12.2.2.	The ECT Act and South African Common Law

South African common law allows for a variety of different formats to be recognised as 
signatures including Xs, thumbprints and other markings that explicitly demonstrate 
intent and consent. South African common law implies that a document must have the 
name or mark of the person signing, which has been applied by the person him/herself, 
and the person signing must have intended to sign the document. According to Luyt, 
this paves the way for electronic signatures to be recognised as legally binding and 
enforceable.

The ECT Act specifically makes allowances for the legality of electronic signatures. The 
Supreme Court recently recognised an email signature as a valid electronic signature, 
because it meets the two most important criteria: 

•	 There is an association or relationship between the document and the signature.
•	 The person intended it to be a signature.

The majority of documents signed in South Africa do not legally require a signature – 
this is more of a custom and process requirement to verify that parties are who they say 
they are. An electronic signature may be more capable of fulfilling these requirements 
perhaps than paper-based solutions, as electronic signature processes create a tam-
per-evident audit trail that clearly identifies any areas of risk or suspicion.

The ECT Act recognises a variety of digital formats as an “electronic signature” as long 
as they comply with the criteria of intention and relationship to the document. 

A standard electronic signature is typically used in:



65

•	 HR documents, such as employment contracts, benefits paperwork and other 
new employee onboarding processes

•	 Commercial agreements between corporate entities, including national develop-
ment agencies, procurement documents and sales agreements

•	 Consumer agreements, including new retail accounts for opening documents
•	 Real estate documents, including lease agreements for residential and commer-

cial real estate not lasting a period of more than 20 years.

When a signature is required by law, but the law does not specify the type of signature 
required, it can only be signed with an “advanced electronic signature” as defined by 
the ECT Act, which is, in practice, equivalent to Europe’s QES (qualified electronic sig-
nature). South Africa’s advanced electronic signature would be required for:

•	 A suretyship (General Law Amendment Act, No. 50 of 1956)
•	 Signing as a Commissioner of Oaths (Justices of the Peace and Commissioners 

of Oaths Act, No. 16 of 1963).

The advanced electronic signature meets the following requirements: 

•	 It is uniquely linked to the signature
•	 It is capable of identifying the signatory
•	 It is created using methods that are under the signatory’s sole control 
•	 It is linked to other electronic data in such a way that any alteration to said data 

can be detected.

A QES is a digital signature that has met the particular specifications of a government, 
including using a secure signature creation device, and has been certified as “qualified” 
by either that government or a party contracted by that government.

12.3.	Implications for OHSC –– an interpretation of SA legislation currently in 
force 

1. Documents received from the department – circulars, policies, notices and guides 
– are official papers received from the Office of the Director-General (nationally) or 
the Superintendent (provincially) and will be sent to all clinics, hospitals, etc. The 
signature on these documents will be a photocopy, but their authenticity may be 
ascertained by consulting the Registar of Circulars, in terms of the Deeds Registries 
Act, No. 47 of 193. On receipt these documents should be entered into their own 
circular register.

2. Emails may have an electronic signature. The ECT Act states that the require-
ments are met if the document or information is in the form of a data message and 
is accessible in a manner usable for subsequent reference to a person who either 
wants to rely on the existence of a particular agreement or for record purposes.

3. Hard copy: All official communication between government entities should be in 
the form of Accounting Officer to Accounting Officer. As such any hard copies should 
be signed in ink.
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12.4.	Compendium of documents 

The Compendium of Documents for PHC is attached as Annexure A. 

The Compendium of Documents for CHC and Hospitals will be made available on the 
OHSC website once finalised. 
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13.	 ASSESSING COMPLIANCE EVIDENCE & COMPLIANCE STATUS FRAMEWORK

13.1.	Inspection Principles

The principle behind inspection is to find evidence that safety and the quality of care 
provided to users is considered to be paramount. The approach to inspection is to as-
sess health establishments for systems, processes and procedures that promote and 
ensure quality health services as per the prescribed norms and standards. The Office 
does not regulate individual health practitioners or personnel directly. Therefore, it is 
imperative that the head of the health establishment or departmental managers put in 
place systems to ensure basic quality of care is provided. Systems must be developed 
in a structured and logical manner that can benefit the health establishment and protect 
health care users from risk. 

Delegation to other individuals to do the work is permitted but evidence of such delega-
tion is required and monitoring of outputs is essential. The Office requires the evidence 
to be in writing and available in the functional areas. The assessment tools provide 
directed guidance as to what sort of evidence the health establishment must provide, 
and the methodology used.

13.2.	Compliance Status Framework 

The Compliance Status Framework is a tool used by the OHSC to determine the degree 
of compliance by a health establishment to regulated norms and standards, utilising the 
data collected during an inspection. 

Details of how the evidence collected is evaluated and the categorisation of health es-
tablishment as certifiable or not certifiable can be found in Annexure D.

ASSESSING COMPLIANCE EVIDENCE & 
COMPLIANCE STATUS FRAMEWORK13
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14.	 GLOSSARY OF TERMS

Access Ability of service users or potential service users to ob-
tain required or available services when needed within 
an appropriate time.

Accountability Responsibility and requirement to answer for tasks or 
activities. This responsibility may not be delegated and 
should be transparent to all stakeholders.

Adverse event An undesired outcome or occurrence, not expected with-
in the normal course of care or treatment, disease pro-
cess, condition of the patient, or delivery of services.

Airborne infection An undesired outcome or occurrence, not expected with-
in the normal course of care or treatment, disease pro-
cess, condition of the patient, or delivery of services.

Airborne infection Infections contracted by inhalation of microorganisms or 
spores suspended in the air, water droplets or dust par-
ticles.

Antimicrobial A chemical substance that inhibits or destroys bacteria, 
viruses and fungi, including yeasts or mould.

Antiseptic A chemical substance for reducing bacteria from the 
skin’s surface. This is not interchangeable with surface 
disinfectants which should never be used on the skin.

Appropriate A chemical substance for reducing bacteria from the 
skin’s surface. This is not interchangeable with surface 
disinfectants which should never be used on the skin.

Appropriate The degree to which something is suitable for a specific 
purpose, e.g. a service that is consistent with a user’s 
expressed requirements.

Assessment tools Questionnaires used by inspectors to assess the health 
establishment, usually within a specific functional area.

Building engineering ser-
vices

Includes ventilation and air-conditioning, medical gas in-
stallations, electrical installations (including generators), 
electronic installations and wet services (water supply 
and drainage).

GLOSSARY OF TERMS14
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Building regulations The building regulations issued in terms of any of the fol-
lowing regulations:

•	 National Building Regulations and Buildings Stan-
dards Act, No. 103 of 1977

•	 Regulations Governing Private Hospitals and Unat-
tached Operating Theatre Units, published in Govern-
ment Gazette, Notice No. R. 158 of 1 February 1980

•	 Regulation Governing Private Health Establishments, 
Western Cape, published in Provincial Gazette Ex-
traordinary 5728, Notice No. 187 of 22 June 2001.

Category of health establish-
ment

The category contemplated in section 35 of the National 
Health Act, No. 62 of 2003.

Certificate of compliance A certificate referred to in regulation 18(2), issued to the 
health establishment by the Office. A health establish-
ment found to be compliant with the prescribed norms 
and standards will be issued with a certificate of com-
pliance. The certificate shall be valid for a period of four 
years and is subject to renewal.

Certification Formal recognition of compliance with set standards val-
idated by an external validator.

Clinic Any health establishment that provides mainly preven-
tative care and/or outpatient services to the community.

Clinical audits A quality assurance tool that seeks to monitor and im-
prove the quality of clinical practice, user care and out-
comes through the systemic review of care against ex-
plicit standards.

Clinical governance A system through which organisations are accountable 
for continuously improving the quality of their services and 
safeguarding high standards of care. This is achieved by 
creating an environment in which there is transparent re-
sponsibility and accountability for maintaining standards 
and by allowing excellence in clinical care to flourish.

Clinical outcomes The condition of the user at the end of treatment or a 
disease process, including the degree of wellness and 
the need for continuing care, medication, support, coun-
selling, or education.

Clinical practice guidelines A systematically developed statement to assist health 
care professionals and patient decisions about appropri-
ate health care for specific circumstances.

Clinical risk The likelihood that an adverse incident will cause injury 
or harm to users.

Community Health Centre 
(CHC)

Any health establishment that provides mainly outpatient 
services and short stays to the community.
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Competence/ Competent/ 
Competency

An individual’s knowledge and skills are appropriate to 
the services provided and assurance that the knowledge 
and skill levels are regularly evaluated.

Compliance notice A notice referred to in regulation 21(1), issued to the 
health establishment by an inspector.

Confidentiality A notice referred to in regulation 21(1), issued to the 
health establishment by an inspector.

Confidentiality Guaranteed limits on the use and distribution of informa-
tion collected from individuals or organisations.

Consent Voluntary agreement or approval given by an individual.
Coordination The process of working together effectively with collab-

oration among providers, organisations, teams and ser-
vices inside and outside the organisation to avoid dupli-
cation, gaps or breaks.

Criteria Specific steps to be taken, or activities to be performed to 
reach a decision or a standard.

Disinfection A process of reducing microbial load without complete 
sterilisation. The use of a physical process or chemical 
agent to destroy vegetative pathogens, but not bacterial 
spores.

Early warning systems The surveillance system that collects information on se-
rious user-related incidents, which prompts interventions 
by the health establishment, Office or relevant authority.

Effectiveness The degree to which services, interventions or actions 
are provided in accordance with current best practices in 
order to meet goals and achieve optimal results.

Emergency An unanticipated or sudden occasion, as in emergency 
surgery needed to prevent death or serious disability.

Environment The overall surroundings where health care is being de-
livered, including the building, fixtures, fittings and ser-
vices such as air and water supply. Environment can also 
include other patients, visitors and the workforce.

Essential medicine list A list of medicines that satisfy the priority health care 
needs of the population and should be available within 
the context of functioning health systems at all times, in 
adequate quantities, in the appropriate dosage forms, 
with assured quality and adequate information, and at a 
price the individual and the community can afford.

Forum A platform for meetings and discussion of issues of com-
mon interest. A forum could include a dedicated team, a 
sub-committee/working group within a larger structure, or 
a special task team. 

Terms of reference of the forum and standing items of the 
agenda are evidence that it is an active working group, 
and attendance, participation, and progress can be mon-
itored. 
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Harm Impairment of structure or function of the body and/or 
any deleterious effect arising there from, including dis-
ease, injury, suffering, disability and death. Harm may be 
physical, social or psychological.

Harmful incident (adverse 
event)

An incident that results in harm to users that is related to 
medical management, in contrast to disease complica-
tions or underlying disease.

Hazard Any source of potential damage, harm, adverse health 
effects on users or health care personnel, or any threat 
to their safety; or a circumstance, agent or action with the 
potential to cause harm (PSI Framework, p10).

Head of health establishment The owner and occupier of a health establishment as 
contemplated in section 88(a) of the Act.

Health A state of complete physical, mental and social well-be-
ing and not merely the absence of diseases and infirmity.

Health care associated infec-
tion

Also referred to as a nosocomial or hospital-associated 
infection. It is an infection acquired in a health care facili-
ty by a health care user, health care worker or a visitor to 
a health care facility who was in the facility for a reason 
other than infection. Such infection should have neither 
been present or incubating at the time of admission or 
when initial contact with the facility was made.

Health care service Includes all services dealing with the diagnosis and treat-
ment of disease, or the promotion, maintenance and res-
toration of health, including personal and non-personal 
health services provided by public and private health es-
tablishments.

Health establishment The whole or part of a public or private institution, fa-
cility, building or place, whether for profit or not, that is 
operated or designed to provide inpatient or outpatient 
treatment, diagnostic or therapeutic interventions, nurs-
ing, rehabilitative, palliative, convalescent, preventative 
or other health services.

Health record Any record made by a health care provider, at the time 
of or shortly after seeing the user, upon examination or 
treatment, that contains information about the health of 
the user and includes any results of diagnostic investi-
gations performed on the user. It is recorded by a health 
care provider, either personally or under his/her direction.

Infection prevention and con-
trol programme

A comprehensive programme that encompasses all as-
pects of infection prevention and control, covering ed-
ucation and training, surveillance, environmental man-
agement, waste management, outbreak investigations, 
development and updating of infection prevention and 
control policies, guidelines and protocols, cleaning, dis-
infection and sterilisation, employee health, and quality 
management in infection control.
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Inspection On-site visits to health establishments for the purpose 
of gathering information and evidence, to assess com-
pliance or investigate breaches in norms and standards.

Level of care The type of medical/clinical intervention required for a pa-
tient, according to their medical condition. It also refers to 
the level of service delivery – primary (PHC), secondary 
(CHC) or tertiary (hospital).

Management The executive management and all heads of depart-
ments, including clinical and non-clinical service areas of 
a health establishment.

Medical equipment Any instrument, apparatus or machine intended for use 
in the clinical diagnosis, treatment, monitoring and direct 
care of users that needs to be calibrated, maintained, re-
paired or decommissioned.

Medical supplies Products and devices other than medicines that are used 
for therapeutic purposes.

National department The national department responsible for health.
Norm An expected pattern of behaviour.
Occupational health and safe-
ty

WHO definition: Occupational health deals with all as-
pects of health and safety in the workplace and has a 
strong focus on primary prevention of hazards. It en-
compasses the social, mental and physical well-being of 
workers.

Patient information Formal information provided by health services to a user. 
Patient information ensures users are informed before 
making decisions about their health care.

Patient’s records A collection of documents that provides an account of 
each episode in which a user visited or sought treatment 
and received care or referral from a health care facility. 
Generally, records are confidential, and held by the facil-
ity. The information is shared with other health personnel 
on a need-to-know basis. It is a legal document as it can 
be used as evidence in the event of legal action. It is also 
an important tool for clinical audits and quality assurance 
to assess the quality of client care.

Patient safety The reduction of risk of unnecessary harm associated 
with health care to an acceptable minimum.

Patient safety incident An event or circumstance that could have resulted in or 
did result in harm to a user of health care services provid-
ed, and not due to an underlying health condition.

Personal protective equip-
ment

Items specifically used to protect the health care worker 
from exposure to bodily substances, or from droplets, or 
airborne organisms. Personal protective equipment in-
cludes, but is not limited to, gloves, gowns, caps, masks 
and protective eyewear.

Prevention Every effort made to identify possibilities for infection and 
to put in place interventions for its prevention.
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Prophylaxis A measure taken for the prevention of a disease or con-
dition.

Quality improvement A combined team effort to make the changes that will 
lead to better user health outcomes, better systems per-
formance and better professional development.

Quality improvement plan A plan designed to improve health service delivery, health 
systems and health outcomes. It is an integral part of the 
quality improvement process as it identifies priorities and 
necessary action.

Referral letter A letter used to refer clients: 

•	 From one level of care to another within the health 
care system.

•	 To different departments/health practitioners within a 
health establishment.

•	 To other services outside the health establishment or 
sector.

Referral policy Identifies key aspects of the process for effective refer-
rals to ensure optimum care.

Relevant authority A provincial department of health, district health authori-
ty, municipal authority or executive management of a pri-
vate hospital or private hospital group. It addresses non-
compliance and gaps identified during inspections.

Report An analysis of a situation, with key findings/results/issues 
and an action plan/recommendation. Reports can be 
sourced from: a dedicated report, minutes of meetings, 
quarterly/annual reports, etc.

Responsible authority A sub-district, district or management of a private health 
care establishment that provides supervisory support to 
the health establishment.

Risk assessment The assessment of an environment to identify any haz-
ards or circumstances that compromise safety and have 
the potential to cause harm or loss.

Risk management All processes involved in identifying, assessing and judg-
ing risks, from assigning ownership, to taking action, to 
mitigating or anticipating them, and monitoring and re-
viewing progress.

Root cause analysis A quality improvement problem solving method used to 
analyse the possible causes of a problem/gap/non-com-
pliance. The process seeks to understand the causes 
and reasons for the gap, to provide the basis for targeted 
action to improve the situation. Examples of quality im-
provement methodologies to identify the root cause in-
clude the “Fish bone” and “The five whys”.

Safety The degree to which the health establishment’s buildings, 
grounds and equipment do not pose a hazard or risk to 
patients, staff or visitors.
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Security system Systems to ensure safety of staff, clients, patients and 
the public. In this context, it includes lighting (particularly 
at night in commonly used public areas), codes for doors 
with limited access, security guards present and screen-
ing movement, and security cameras in working condi-
tion and monitored via radio control.

Security threats and risks Any criminal activity or threat of potential criminal activity 
on the property, or threat to health care personnel or us-
ers in the health establishment, including theft, assault, 
abuse and injury.

Service operating times The times during which the health establishment will be 
providing services.

Stakeholder A person, group or organisation that has a direct interest 
in an issue.

Standard A statement that defines the performance expectations, 
structures, or processes that must be in place for an or-
ganisation to provide safe and treatment and service.

Sterilisation A process that destroys or removes all viable micro-or-
ganisms including spores. Sterilisation can be achieved 
through the use of heat, steam, gas or chemicals.

Structure A designated team, committee or forum.
System A set of interdependent elements (people, processes, 

equipment) that interact to achieve a common aim.
Toxic waste Chemical by-products which, when touched, ingested or 

inhaled by humans, can cause physiological damage or 
illness.

Tracer medicine/medical sup-
plies

Essential medicines/supplies as per the essential drug 
list or formulary.

Triage The process of determining the priority of users’ treat-
ments based on the severity of their condition. This 
process allocates patient treatment efficiently when re-
sources are insufficient for all patients to be treated im-
mediately.

User The person receiving treatment from a health establish-
ment or using health services. It includes caregivers or 
guardians in the case of vulnerable users.

User experience of care A mechanism to obtain feedback from users as per dis-
trict, provincial or national protocol. It could include a 
formal survey, individual interviews and/or focus group 
discussions. It can also include an analysis of other 
mechanisms to acquire user feedback, e.g. a suggestion 
box or comment book. It can be done internally or by an 
external organisation.

User information Formal information that is provided by health services to 
a user to ensure the user is informed before making de-
cisions about their health care.
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Waiting list A list of people waiting for care or treatment pending the 
availability of hospital resources.

Waiting times The time the user spends waiting for service/s in a facility 
per visit. It is calculated from the time the patient enters 
the facility (taking into consideration the official opening 
time of the facility) to the time that the user leaves the 
facility.

Waiting times in health care can include the following: 

•	 Waiting for an ambulance
•	 Waiting in queues at the health establishment for ser-

vices, at different service delivery points
•	 Waiting for admission into a ward for outpatients, for 

accident and emergency.
•	 Waiting for an appointment for referral to another lev-

el of care/facility, specialist care, medical procedures 
and surgery (emergency and elective).

Waste management system All the administrative and operational activities involved 
in the production, handling, treatment, conditioning, stor-
age, transportation and disposal of waste generated by 
health care establishments.
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ANNEXURES

Annexure A: PHC Compendium of Documents 

(A)	 CC04 Dispensary/Medicine Room: Documents Required

Standard operating procedure (SOP) for management of medicines includes:

1.	 Cleaning and appearance of the medicine room/dispensary 
2.	 Storage and organisation of the medicine room/dispensary
3.	 Security and control of access to the medicine room/dispensary (within and 

outside normal working hours)
4.	 Cold chain management
5.	 Emergency cupboard/trolley management
6.	 Management of medicines in the consulting room
7.	 Pest control
8.	 Calculation and use of minimum, maximum and re-order stock levels
9.	 Completion and management of stock (bin) cards
10.	 Stock taking (counting) procedure
11.	      Management of short-dated stock
12.	 Procurement (ordering) of medicines
13.	 Ordering and delivering schedule for stock
14.	 Receipt of medicines into the medicine room/dispensary (ordered or  
           borrowed stock)
15.	 Managing return of stock to the depot
16.	 Managing stock transfers between health establishments
17.	 Medicine availability monitoring procedure/guide
18.	 Separation and handling of expired, obsolete, unusable or patient-re-
           turned medicines (Schedule 0–4 medicines)
19.	 Disposal of expired, obsolete, unusable and patient-returned medicines
           (Schedule 0–4 medicines)
20.	 Managing recall of medicines
21.	 Storage and control of schedule 5 and schedule 6 medicines
22.	 Separation and disposal of expired, obsolete and unusable medicines
           (schedule 5 and schedule 6 medicines)

Re-ordering stock levels (min/max) are determined for each item on the district/
health establishment formulary.
Evidence that a stock take of medicine was done in the last 12 months.
The administration register for schedule 5 and 6 medicines is completed correctly.
The dispensing register for schedule 5 and 6 medicines is completed correctly.
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(B)	 MC14A Clinic Manager: Documents Required
Complaints records reflecting compliance with the national guidelines to manage 
complaints/compliments/suggestions include:

•	 The health establishment/district SOPs to manage complaints/compliments/ sugges-
tions

•	 Statistical report for indicators and classifications for complaints
•	 Complaints register
•	 Complaints letters (check the last 5 complaints resolved)
•	 Complaints redress letters/minutes (check the last 5 complaints resolved)

SOP to prioritise very sick, frail and elderly patients
Pre-determine the emergency medical services (EMS) response time to the health 
establishment
The health establishment monitors EMS response times.
The health establishment reports delays in EMS response times to the relevant au-
thority.
Evidence that professional nurses have been trained in basic life support
The SOP on referral system should cover the following aspects:

•	 District referral network 
•	 Referral register
•	 Standardised patient referral form
•	 Standardised patient referral feedback form

Evidence that compliance with waiting time target(s) is monitored by the health es-
tablishment.
A waiting time survey report is available.
A quality improvement plan indicates corrective measures taken if targets are not 
met.
The SOP for key functions of health records management should include:

•	 Accessing of user records
•	 Tracking of user records
•	 Filing of user records
•	 Storage of user records
•	 Archiving of records
•	 Disposal of records

SOP for informed consent:

•	 The signatory providing consent must be legally entitled to give informed consent.
•	 Explanatory note: As described in the National Health Act, this can be: a person authorised 

by the court (e.g. a curator), or in order of priority, the user’s spouse, partner, parent, grand-
parent, major child or brother or sister. In an emergency, lifesaving procedures can be autho-
rised by the health care provider, if “the treatment is limited to what is immediately necessary 
to save life or avoid significant deterioration in the user’s health” HPCSA, Booklet 4. In case 
of a child, the age to give consent is over 12 years in accordance with section 129(2)(a)
(b);129(3)(a)(b)(c)

•	 The exact nature of the operation/procedure or treatment, including the site and side
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(B)	 MC14A Clinic Manager: Documents Required
where relevant, must be communicated to the user.

•	 The user’s full names must appear on the consent form.
•	 The age of user must be reflected on the consent form.
•	 The consent form must be signed by the user, their legal guardian (for minors) or the 

person legally responsible for the user (adults with diminished mental capacity).
•	 The consent form must be signed by the health care provider who will perform the 

procedure.
•	 The consent form must be dated.
•	 All entries on the form must be legible.

Evidence that health care personnel have been informed about the clinical policies 
and guidelines with respect to the following national guidelines on priority health 
conditions:

1.	 National Consolidated Guidelines for the Prevention of Mother-to-Child Transmission 
of HIV and the Management of HIV in Children, Adolescents and Adults, 2015

2.	 National Tuberculosis Management Guidelines, 2014
3.	 National Guidelines for the Management of Tuberculosis in Children, 2013 OR 2014
4.	 National Management of Drug-Resistant Tuberculosis. Policy Guidelines, 2013
5.	 Infection Prevention and Control Guidelines for TB, MDR-TB and XDR-TB, 2015
6.	 Guidelines for Maternity Care in South Africa, 2016
7.	 Sexually Transmitted Infections Management Guidelines, 2015
8.	 National Management of Type 2 Diabetes at Primary Care Level, 2014
9.	 National Clinical Guidelines for the management of hypertension, 2006

Evidence that the clinical risk aspects listed below are addressed in the quality im-
provement plan:

•	 Complaints statistical data – relating to clinical care
•	 Patient safety incident reported
•	 Clinical record audit
•	 Annual risk assessment for infection prevention and control 
•	 Loss to follow-up of HIV and TB users
•	 Tracer list medicine stock-out
•	 Laboratory specimen collection material stock-out

Evidence that training is provided to professional nurses on the following clinical 
guidelines topics:

•	 80% of professional nurses have been trained in adult primary care OR given a Prac-
tical Approach to Care Kit.

•	 80% of professional nurses have been trained in integrated management of childhood 
illnesses.

•	 50% of professional nurses have been trained in BANC Plus.
The health establishment conducts clinical audits of the following priority pro-
grammes at least annually:

•	 HIV
•	 TB 
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(B)	 MC14A Clinic Manager: Documents Required
•	 NCD (diabetes and hypertension)
•	 Maternal health (ANC and PNC)
•	 Well baby
•	 IMCI (sick child)

Evidence that 80% of user records audited for clinical audits are compliant:

•	 HIV
•	 TB
•	 NCD (diabetes and hypertension)
•	 Maternal health (ANC and PNC)
•	 Well baby
•	 IMCI (sick child)

Evidence that national guidelines are followed for all notifiable medical conditions:

•	 Notifiable medical conditions are recorded in the notification booklet or entered elec-
tronically in a web-based system. 

•	 All notifiable diseases are reported using the prescribed form or electronically in a 
web-based system.

•	 Proof of submission of completed forms is available.
Evidence that the targets for proxy indicators for clinical risk are met:

•	 TB treatment success rate is at least 87%.
•	 TB (new pulmonary) defaulter rate < 5%.
•	 Antenatal visit rate before 20 weeks gestation is at least 70%.
•	 Antenatal patient initiated on ART rate is at least 97%.
•	 Immunisation coverage under one year (annualised) is at least 86%.

Evidence of improvement in proxy indicators for clinical risk:

•	 TB treatment success rate has increased by at least 5% from the previous year.
•	 TB (new pulmonary) defaulter rate has improved by at least 5%.
•	 Antenatal visit rate before 20 weeks gestation has increased by at least 5% from the 

previous year.
•	 Antenatal patient initiated on ART rate has increased by at least 5% from the previous 

year.
•	 Immunisation coverage under one year (annualised) has increased by at least 5% 

from the previous year.
The SOP for the management of patients with highly infectious diseases:

•	 Users with highly infectious diseases are accommodated in a designated room or 
area in the clinic. 

•	 Terminal cleaning of the emergency room is conducted immediately after the user 
leaves the room.

•	 Personal protective equipment is available.
The guideline or SOP for standard precautions:

1.	 Hand hygiene
2.	 Personal protective equipment



88

(B)	 MC14A Clinic Manager: Documents Required
3.	 Prevention of respiratory infections (respiratory hygiene or cough etiquette) 
4.	 Safe injection practices
5.	 Disposal of sharps
6.	 Environmental cleanliness
7.	 Patient care equipment
8.	 Handling of linen
9.	 Wound care
10.	 Waste management and disposal

Evidence that all health care personnel have been trained on all the above-men-
tioned standard precautions topics in the past two years
Evidence that all health care personnel are made aware of the provincial letter or 
memo or circular that informed staff of the procedure to follow for prophylactic im-
munisations:

•	 Letter or memo or circular from the provincial head of health or the delegated staff 
member at the provincial office that informs staff of the procedure to follow for prophy-
lactic immunisations is available.

•	 Letter or memo or circular from the provincial head of health or the delegated staff 
member at the provincial office indicates the recommended vaccinations as deter-
mined by the disease profile of the health establishment or region.

•	 Letter or memo or circular from the provincial head of health or the delegated staff 
member at the provincial office indicated sets out the procedure to follow to obtain 
prophylactic immunisations, including who will bear the cost of immunisations.

•	 Staff has signed acknowledgment indicating that they are aware of and know the con-
tent of the letter or memo or circular and its application.

Evidence that staff who experience needle stick injuries receive post exposure pro-
phylaxis.
The SOP for handling, storage and safe disposal of waste: 

•	 Segregation containers
•	 Handling of segregated waste
•	 Storage of segregated waste
•	 Collection
•	 Disposal

A signed copy of waste removal SLA between the health department and the service 
provider
Evidence that waste is removed in line with the contract
Evidence that the waste manager or designated person monitors and manages the 
SLAs for waste removal and disposal
Evidence that identified breaches in the contract are escalated to the relevant au-
thority
Adverse events reporting register is available in the health establishment
The SOP for patient safety incident reporting and learning
Evidence that the SOP for patient safety incident reporting and learning is adhered 
to:
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(B)	 MC14A Clinic Manager: Documents Required
•	 Completed patient safety incident form with investigation report is available for all 

patient safety incident cases that have been closed on the patient safety incident reg-
ister.

•	 Statistical report for classifications of agents involved.
•	 Statistical report for classifications of incident type.
•	 Statistical report for classifications of incident outcome.
•	 Statistical report for indicators for patient safety incidents.

Evidence that all Severity Assessment Code (SAC) 1 adverse events are reported to 
the next level of management within 24 hours
Evidence of a functional clinic committee

The following documents should be available:

Formal appointment:

•	 Signed appointment letters from Office of the MEC or delegated person
•	 Adopted and signed constitution as per provincial guidelines
•	 Code of conduct for Clinic Committee

Training:

•	 Attendance register for orientation and training conducted within the first 12 months 
of appointment

Services planning, monitoring, evaluation and meetings:

•	 List of community needs as discussed by the clinic committee in the past 12 months
•	 Agendas indicating that community needs and progress against the operational plan 

were discussed at least twice in the past 12 months
•	 Signed minutes indicating that progress against the operational plan was discussed at 

least twice in the past 12 months
•	 The current year plan indicating scheduled meetings (at least two within the next 12 

months)
•	 Attendance registers indicating that meetings held formed a quorum 
•	 Minutes of clinic committee meetings indicating that statistical data on population 

health indicators are discussed
•	 Minutes of clinic committee meetings indicating that the clinic’s HR situation is dis-

cussed
•	 Minutes of clinic committee meetings indicating that the situation relating to equip-

ment and supplies is discussed 

Complaints, compliments and suggestion management (check record of the past six 
months):

•	 Proof that the clinic committee took part in opening complaints boxes according to 
the stipulated schedule (signed register)
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(B)	 MC14A Clinic Manager: Documents Required
•	 Minutes indicate that the management of complaints are discussed at clinic commit-

tee meetings
•	 Accountability and communication: 
•	 Contact details of clinic committee members clearly displayed in reception area

Evidence that staffing needs have been determined in line with workload require-
ments
Evidence that staff appointment is in line with the determined requirements
Evidence that the performance management system is adhered to Instructions: 

Request five performance management files that have been finalised for the following cat-
egories of health care personnel: two professional nurses, one enrolled nurse, one nursing 
assistant and one cleaner. 

Records should indicate the following:

•	 Performance management agreement is signed by the supervisor and employee
•	 Annual work plan activities are aligned to the operational plan of the health establish-

ment
•	 Completed personal development plan is available
•	 Objectives and targets are reviewed for each quarter
•	 Annual (final) assessment report (PMDS)

Evidence that all health care professionals have current registration with relevant 
health professional bodies.

Categories of staff:

•	 Clinical nursing practitioner
•	 Professional nurse
•	 Enrolled nurse
•	 Nursing assistant
•	 Medical officer – full time
•	 Medical officer – sessional
•	 Private GP
•	 Pharmacist (where applicable)
•	 Pharmacist assistant (where applicable)

The SOP for management of occupational health and safety incidents
Evidence that an occupational health and safety risk assessment has been conduct-
ed in the past two years
Evidence that risk mitigation interventions are implemented for identified risks
Occupational health and safety incidents are recorded in a register
Occupational health and safety incident investigations are recorded
Evidence that remedial action to address identified occupational health and safety 
incidents are implemented
The SOP for safety and security
A signed copy of the SLA between the security company and the provincial depart-
ment of health
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(B)	 MC14A Clinic Manager: Documents Required
Evidence that the designated person monitors the SLA for security services
Security breaches are recorded in a register
Remedial actions to address security breaches identified are implemented.
Evidence that security services are rendered according to SLA OR provincial secu-
rity policy.

If armed response is available:

•	 Response time indicated in register for security breaches
•	 If there were breaches, did they respond in time?

If security guards are available:

•	 Duty patrol register updated (occurrence book)
Evidence that security guards have received training

PC01 Clinical Services: Required Documents
Referral register that records referred users which includes details listed below:

•	 Name of referred user 
•	 Date of referral, time of referral
•	 Service to which the user is referred
•	 Reason for referral

Clinical guidelines are available in all consulting rooms:

1.	 Adult Primary Care guide (APC) – 2016/17 or Practical Approach to Care Kit (PACK), 
2017

2.	 Integrated Management of Childhood Illness Chart Booklet, 2014
3.	 Standard Treatment Guidelines and Essential Medicines List for Primary Health Care, 

2014 or 2018 once available

Clinical guidelines are available in consulting room used by the doctor:

1.	 Standard Treatment Guidelines and Essential Medicines List for Primary Health Care, 
2014 or 2018 once available

2.	 Standard Treatment Guidelines and Essential Medicines List for Hospital Level, Adults, 
2015

3.	 Standard Treatment Guidelines and Essential Medicines List for Hospital Level, Pae-
diatrics, 2017

4.	 New-born Care Charts Management of Sick and Small New-borns in Hospital SSN 
Version 1
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SC01 Clinic Maintenance Service: Required Documents
Building(s) complies with safety regulations:

•	 Fire compliance certificates
•	 Electrical compliance certificates

Maintenance schedules for building(s) and grounds
Evidence that health establishment has access to a functional back-up electrical 
supply in case of power supply disruptions:

•	 The generator is tested for functionality in accordance with the manufacturer’s instruc-
tions. (applicable if health establishment uses a generator as a backup). Explanatory 
note: The manufacturer’s instructions must be available as well as the logbook indi-
cating the testing done on the emergency generator. The log book must reflect that the 
generator has been tested in accordance with the manufacturer’s instructions.	  

•	 Where an emergency generator provides an emergency power supply, it is maintained 
in accordance with the manufacturer’s instructions. Explanatory note: The manufac-
turer’s instructions must be available, as well as the log book documenting the main-
tenance done on the emergency generator. Maintenance records must demonstrate 
that maintenance has been carried out in accordance with the manufacturer’s instruc-
tions.	  

•	 The solar system is functional.	  
•	 Where the solar system provides an emergency power supply, it is maintained in ac-

cordance with the manufacturer’s instructions. Explanatory note: The manufacturer’s 
instructions must be available, as well as the log book documenting the maintenance 
done on the solar system. Maintenance records must demonstrate that maintenance 
has been carried out in accordance with the manufacturer’s instructions.	  

•	 The power inverter system is functional.	  
•	 Where the power inverter system provides emergency power supply, it is maintained 

in accordance with the manufacturer’s instructions. Explanatory Note: The manufac-
turer’s instructions must be available, as well as the log book documenting the main-
tenance done on the power inverter system. Maintenance records must demonstrate 
that maintenance has been carried out in accordance with the manufacturer’s instruc-
tions.

Evidence that all official vehicles used to render services or transport users are li-
censed annually
Evidence that all official vehicles used to render services or transport users are ser-
viced according to manufacturer’s schedule
Evidence that staff driving official vehicles to render services or transport users 
have a valid driver’s license
Copy of a valid professional driver’s permit for each driver

Annexure B:
National Health Act Norms and Standards
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Annexure B: National Health Act Norms and Standards 

	 GOVERNMENT GAZETTE, 2 FEBRUARY 2018                    No. 41419

DEPARTMENT OF HEALTH
NO. 67										          02 FEBRUARY 2018

NATIONAL HEALTH ACT, 2003 (ACT NO. 61 OF 2003)

NORMS AND STANDARDS REGULATIONS APPLICABLE TO DIFFERENT CATEGO-
RIES OF HEALTH ESTABLISHMENTS

The Minister of Health has. under section 90(IA) of the National Health Act, 2003 (Act No, 
61 of 2003), and after consultation with the Office, to make the Regulations in the Schedule.

SCHEDULE

ARRANGEMENT OF REGULATIONS

DEFINITIONS, PURPOSE AND APPLICATION

1.	 Definitions
2.	 Scope and application
3.	 Purpose of regulations

USER RIGHTS

4.	 User information
5.	 Access to care

CLINICAL GOVERNANCE AND CLINICAL CARE

6.	 User health records and management
7.	 Clinical management
8.	 Infection prevention and control programmes 
9.	 Waste management

 
CLINICAL SUPPORT SERVICES

10.	 Medicines and medical supplies
11.	  Diagnostic services
12.	 Blood services
13.	 Medical equipment 

FACILITIES AND INFRASTRUCTURE

14.	 Management of buildings and grounds
15.	 Engineering services
16.	 Transport management 
17.	 IT Security services
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GOVERNANCE AND HUMAN RESOURCES

18.	 Governance
19.	 Human resources management
20.	 Occupational health and safety

GENERAL PROVISIONS

21.	 Adverse events
22.	 Waiting time
23.	 Short title and commencement

DEFINITIONS, PURPOSE AND APPLICATION

1.	 Definitions

“building regulations” means the building regulations issued in terms of any of the following 
legislation or regulations—

a.	 National Building Regulations and Buildings Standards Act, 1977 (Act No. 103
     of 1977); or

b.	 Regulation Governing Private Hospitals and Unattached Operating Theatre
     Units, published in Government Gazette, Notice No. R. 158 of 1 February 1980;        
     or

c.	 Regulation Governing Private Health Establishments, Western Cape, published
    in Provincial Gazette Extraordinary 5728, Provincial Notice No. 187 of 22 June
    2001;

“clinic” means any health establishment that provides mainly outpatient services to the 
community.

“clinical risk” means the likelihood that an adverse incident will cause injury or harm to 
users.

“Community Health Centre (CHC)” means any health establishment that provides mainly 
outpatient services and short stay to the community.

“hazard” means any source of potential damage, harm, adverse health effects on users or 
health care personnel, or any threat to their safety.

“health record” may be defined as any relevant record made by a health care practitioner 
at the time of or subsequent to a consultation and / or examination or the application of 
health management; that contains information about the health of the user and includes any 
results of diagnostic investigations performed on the user and is recorded by a health care 
provider, either personally or under his or her direction;

“management” means the executive management and all heads of departments, Including 
clinical and non-clinical service areas of a health establishment.
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“medical equipment” means any instrument, apparatus or machine, intended for use in the 
clinical diagnosis, treatment, monitoring and direct care of users that needs to be calibrated, 
maintained, repaired and decommissioned.

“medical supplies” means products and devices other than medicines that are used for 
therapeutic purposes.

“national department” means the national department responsible for health.

“Pharmacy Act” means the Pharmacy Act, 1974 (Act No. 53 of 1974).

“responsible authority” means a sub-district, district or management of a private health 
care establishment that provides supervisory support to the health establishment.

“security threats and risks” means any criminal activity or threat of a potential criminal 
activity on the property, health care personnel or users in the health establishment including 
theft, assault, abuse and injury; and

 “structure” means a designated team, committee or forum. 

2.	 Scope and application

These Regulations apply to the health establishment to the extent specified in the measure-
ment tools obtainable from the National Department of Health.

3.	 Purpose of Regulations

The purpose of these Regulations is to promote and protect the health and safety of users 
and health care personnel.
 

USER RIGHTS

4.	 User information

1.	 Health establishments must ensure that users are provided with adequate information 
about the health care services available at the health establishment and information 
about accessing those services.

2.	 For the purposes of sub-regulation (1), a health establishment must—
a.	 provide users with information relating to—

i.	 the health care services provided by the health establishment.
ii.	 service opening and closing times,
iii.	 visiting hours where relevant; and
iv.	 complaints, compliments and suggestions management system.

b.	 provide users with information on any fees that are payable for health care ser-
vices, insofar it being practical to do so before the commencement of the provision 
of health care services; and
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c.	 display the results of user experience of care surveys conducted within the past 
twelve months.

5.	 Access to care

The health establishment must ensure that users are attended to in a manner which is con-
sistent with the nature and severity of their health condition,

1.	 For the purposes of sub-regulation (I), a health establishment must—

a.	 implement a system of triage. 
b.	 ensure access to emergency medical transport for users requiring urgent transfer 

to another health establishment, and that they are accompanied by a health care 
provider; and

c.	 adhere to clinical guidelines on stabilizing users presenting in an emergency be-
fore referring them to another health establishment.

2.	  The health establishment must maintain a system of referral as established by the   re-
sponsible authority,

3.	 For the purposes of sub-regulation (3), a health establishment must— 

a.	 ensure that users are provided with information relating to their referral to another 
health establishment; and

b.	 ensure that a copy of the referral document is kept in the user’s health record.

CLINICAL GOVERNANCE AND CLINICAL CARE

6.	 User health records and management

1.	 The health establishment must ensure that health records of health care users are 
protected, managed and kept confidential in line with section 14, 15 and 17 of the Act.

2.	 For the purposes of sub-regulation (1), the health establishment, must 

a.	 have a health record filing, archiving, disposing, storage and retrieval system 
which complies with the law.

b.	 ensure confidentiality of health records; and
c.	 secure health records with appropriate security control measures in the records 

Storage area and in the clinical service area in accordance with the Protection of 
Personal Information Act. 2013 (Act No. 4 of 2013).

3.	 The health establishment must create and maintain a system of health records of users 
in accordance with the requirements of section 13 of the Act.

4.	 For the purposes of sub-regulation (3), a health establishment must—

a.	 record the biographical data of the user and the identification and contact informa-
tion of the user and his or her next of kin; and
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b.	 record information relating to the examination and health care interventions of 
users.

5.	 The health establishment must have a formal process to be followed when obtaining 
informed consent from the user.

6.	 The health establishment must issue a discharge report to users in accordance with 
section 10 of the Act.

7.	 Clinical management

1.	 The health establishment must establish and maintain clinical management systems, 
structures and procedures that give effect to national policies and guidelines.

2.	 For the purpose of sub-regulation (1) a health establishment must—

a.	 ensure that clinical policies and guidelines for priority health conditions issued by 
the national department are available and communicated to health care person-
nel; and

b.	 establish and maintain systems, structures and programmes to manage clinical 
risk.

8.	 Infection prevention and control programmes

1.	 The health establishment must maintain an environment, which minimises the risk of 
disease outbreaks, the transmission of infection to users, health care personnel and 
visitors 

2.	 For the purposes of sub-regulation (I), a health establishment must—

a.	 ensure that there are hand washing facilities in every same area.
b.	 provide isolation units or cubicles where users with contagious infections can be 

accommodated.
c.	 ensure there is clean linen to meet the needs of users; and
d.	 ensure that health care personnel are protected from acquiring infections through 

the use of personal protective equipment and prophylactic immunisations

9.	 Waste Management

1.	 The health establishment must ensure that waste is handled, stored, and disposed of 
safely in accordance with the law,

2.	 For the purposes of sub-regulation (1), the health establishment must—

a.	 have appropriate waste containers at the point of waste generation.
b.	 implement procedures for the collection, handling, storage and disposal of waste.
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Annexure C: National Health Act Procedural Regulations 

The Minister of Health has, after consultation with the Office, made the regulations contained 
in the Schedule hereto, in terms of section 90(1) of the National Health Act, 2003 (Act No. 
61 of 2003).

DEPARTMENT OF HEALTH

40350										                 13 October 2016

NATIONAL HEALTH ACT, 2003 (ACT NO. 61 OF 2003)

PROCEDURAL REGULATIONS PERTAINING TO 
THE FUNCTIONING OF THE OFFICE OF HEALTH STANDARDS COMPLIANCE AND 

HANDLING OF COMPLAINTS BY THE OMBUD

SCHEDULE

ARRANGEMENT OF REGULATIONS

CHAPTER 1

DEFINITIONS, PURPOSE AND APPLICATION

1.	 Definitions and interpretation
2.	 Purpose of regulations
3.	 Scope and application

CHAPTER 2

COLLECTION OF INFORMATION AND DESIGNATIONOF PERSON IN CHARGE

4.	 Collection of or request for information
5.	 Indicators of risk
6.	 Designation of person in charge
7.	 Duties of person in charge 

CHAPTER 3

INSPECTORS AND INSPECTIONS

8.	 Appointment of inspectors
9.	 Skills and experience for inspectors
10.	 Code of conduct for inspectors
11.		 Formal credentials for person rendering assistance
12.	 Inspection strategy, procedures and plan
13.	 Notice of inspection to health establishments
14.	 Inspection process
15.	 Additional inspection
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CHAPTER 4

ENTRY, INSPECTION AND SEARCH OF HEALTH ESTABLISHMENT

16.	 Information on approach to carrying out inspections
17.	 Entry, inspection and search warrant

CHAPTER 5

CERTIFICATION

18.	 Certification of heath establishments
19.	 Renewal and extension of certification
20.	 Suspension of certificate

CHAPTER 6

COMPLIANCE NOTICE, ENFORCEMENT AND APPEAL

21.	 Compliance notice to health establishment
22.	 Compliance enforcement
23.	 Written warning
24.	 Request for response
25.	 Monitoring of recommendations to relevant authority
26.	 Formal hearing
27.	 Revocation of certification and recommendation to Minister
28.	 Fine
29.	 Referral to National Prosecuting Authority
30.	 Appeal against decisions of Office or Ombud
31.	 Publication of reports and tribunal decisions

CHAPTER 7

COMPLAINTS HANDLING, INVESTIGATION AND OMBUD

32.	 Who may lay complaint
33.	 How to lay complaint
34.	 Acknowledgement of complaint and request for additional information
35.	 Screening of complaints 
36.	 Submissions regarding complaints
37.	 Period for completing screening
38.	 Decision following screening
39.	 Cooperation with other entities
40.	 Referral from other entities and the public
41.	 Decision to take no further action on complaint
42.	 Complaint investigations
43.	 Notice to health establishment being investigated
44.	 Progress reports
45.	 Period for completion of investigation
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46.	 Investigations register
47.	 Report to Minister
48.	 Notice of decision after investigating complaint and investigation report
49.	 Referral to and reports from other statutory authority or other appropriate and suitab-

	 le body or entity
50.	 Confidentiality of information

CHAPTER 8

GENERAL PROVISIONS

51.	 Prescribed forms
52.	 Short title and commencement

Annexure: Prescribed Forms
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CHAPTER 1

DEFINITIONS, PURPOSE AND APPLICATION

1.	 Definitions and interpretation

1.1.	In these Regulations, unless the context indicates otherwise, a word or expression to 
which a meaning has been assigned in the Act, has the same meaning, and—

“category of health establishment” means the category contemplated in section 35 of the 
Act;

“certificate of compliance” means a certificate referred to in Regulation 18(2), issued to 
the health establishment by the Office;

“compliance notice” means a notice referred to in regulation 21(1), issued to the health 
establishment by an inspector;

“early warning system” means the surveillance systems that collect information on seri-
ous user-related incidents that prompt interventions by the health establishment, Office or 
relevant authority;

“head of the health establishment” means the owner and occupier of a health establish-
ment as contemplated in section 88(a) of the Act;

“health care service” includes all services dealing with the diagnosis and treatment of 
disease, or the promotion, maintenance and restoration of health including personal and 
non-personal health services provided by public and private health establishments;

“inspection” means on site visits to health establishments for the purpose of gathering 
information and evidence to assess compliance or investigate breaches of norms and stan-
dards;
“person” means a legal person, except where the context indicates otherwise;

“person in charge” means a person designated as a person in charge of a health estab-
lishment, in terms of regulation 6(1);

“relevant authority” means a provincial department of health, district health authority, mu-
nicipal authority or executive management of a private hospital or private hospital group;

“self-assessment” means the information or data resulting from an assessment conducted 
by the health establishment against a tool or framework published by the Office from time to 
time;

“serious breach” means a breach in safety procedures which results in the user suffering 
permanent loss of function or death unrelated to natural causes;

“serious risk” means any risk that could have severe negative effects on public health or 
result in the death of a user or permanent loss of function;
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“the Act” means the National Health Act, 2003 (Act No. 61 of 2003); and
“working day” means any day other than a Saturday, Sunday or public holiday.

2.	 Purpose of Regulations

The purpose of these Regulations is to set out procedures and processes for the collection 
of information from health establishments by the Office, the certification of health establish-
ments, the conducting of inspections, the dealing with non-compliance by health establish-
ments with norms and standards, as well as the procedures and processes for the consid-
eration, investigation and disposal of complaints relating to non-compliance with norms and 
standards, by the Ombud.

3.	 Scope and application

3.1.	(Subject to sub-regulation (2), these Regulations apply to all categories of health es-
tablishments referred to in section 35 of the Act,

3.2.	Despite sub-regulation (1), and with the exception of Chapter 7, these Regulations 
will come into force in relation to each category of health establishment only once the 
norms and standards for such category of health establishment have been established.

 
CHAPTER 2

COLLECTION OF INFORMATION AND DESIGNATION 

OF PERSON IN CHARGE

4.	 Collection of or request for information

4.1.	All health establishments and users that are required by the Office to provide informa-
tion relating to norms and standards, in terms of section 79(2)(b) of the Act, must do so 
by 31 March of each year.

4.2.	A request for information from health establishments, referred to in sub-regulation 
(1), must be in writing, and the required information must be in the form of Form 1 and 
include, at least, the following:

a.	Name of health establishment;
b.	legal status;
c.	physical address;
d.	contact details, including telephone, fax, email and website details, if any;
e.	names and contact details of the person in charge;
f.	 category of health establishment;
g.	health district in which the health establishment falls;
h.	services offered;
i.	 operating days and times; and
j.	 results of the most recent annual self-assessment against norms and standar-

    	 ds.
4.3.	The Office may publish the request for information, referred to in sub-regulation (2), in 
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the Government Gazette or on its public website.

4.4.	The request for information from users, referred to in sub-regulation (1), must be ac-
companied by details of the required information and the manner in which such infor-
mation must be submitted.

4.5.	Any information that may be required by the Office from health establishments or us-
ers, in terms of section 79(2)(b) of the Act, may be submitted electronically.

4.6.	If the person in charge, referred to in regulation 6(1), fails to provide the Office with 
the required information within the specified period, the Office must refer the matter to 
the head of the national or provincial department of health, the health department of a 
municipality or health establishment, as the case may be.

4.7.	For the purposes of sub-regulation (2) “legal status” means the status of the health 
establishment in law, whether it is a private or public company, partnership, trust, sole 
proprietorship, cooperative or any other legally recognised form.

5.	 Indicators of risk

5.1.	In terms of section 79(1)(d) of the Act, the Office must monitor indicators of risk in 
respect of the early warning system and provide guidance to health establishments on 
the—

 
a.	indicators of risk by category of health establishment; 
b.	approach to measuring and calculating the indicators of risk;
c.	 frequency of collection of the indicators of risk; and
d.	reporting to the Office on such indicators.

5.2.	The Office must use the information referred to in sub-regulation (1) to— 

a.	identify indicators of significant clinical risks to quality and safety, adverse events 
and health care associated infections as part of an early warning system and re-
port serious breaches of norms and standards to the Minister without delay; or

b.	decide on the need for and conduct an inspection as contemplated in regulation 
14 or 15, as the case may be.

6.	 Designation of person in charge

6.1.	he Office must request the head of the national or provincial department of health or 
the health department of a municipality or, in the case of a private health establishment, 
the head of a health establishment or the executive management of a private hospital 
group to designate as a person in charge of the health establishment the most senior 
employee in rank, who will deal with all matters relating to norms and standards.

6.2.	The designation of a person in charge, referred to in sub-regulation (1), must be in 
writing and signed by the head of the national or provincial department of health or the 
health department of a municipality or the head of the health establishment, or their 
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delegatees.

6.3.	The Office must maintain a database of persons in charge, and any changes to the 
particulars of the person in charge must be submitted by such person to the Office with-
in 20 working days of such a change occurring.

7.	 Duties of person in charge

7.1.	The person in charge contemplated in regulation 6(2) must—

a.	supply the Office or Ombud with information necessary to discharge its or his or 
her responsibilities, as the case may be, in terms of the Act;

b.	provide assistance to an inspector in the preparation for and during an inspec-
tion contemplated in section 82(1) of the Act;

c.	 receive and acknowledge receipt of a compliance notice contemplated in sec-
tion 82A of the Act and regulation 13;

d.	provide assistance to the Ombud during an investigation contemplated in sec-
tion 81A(1) of the Act;

e.	consider and respond to any report from the Office regarding compliance by 
the health establishment with norms and standards and implement remedial mea-
sures within specified timeframes;

f.	 foster a culture of compliance with norms and standards within the health es-
tablishment;

g.	design and implement programmes to improve compliance by health care per-
sonnel in the employ of the health establishment;

h.	disseminate information supplied by the Office to the health care personnel in 
the employ of the health establishment;

i.	 maintain an updated record of inspections by the Office or investigations by the 
Ombud; and

j.	 render any assistance to the Office or Ombud on all matters relating to norms 
and standards.

7.2.	The person in charge may assign any of his or her responsibilities, referred to in sub-
regulation (1), to any senior employee in rank within the health establishment in writing.
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CHAPTER 3

INSPECTORS AND INSPECTIONS

8.	 Appointment of inspectors

8.1.	The Chief Executive Officer must issue a person who has been appointed as an in-
spector in terms of section 80(2) of the Act with a certificate of appointment as an in-
spector, in accordance with section 80(3) of the Act, once the person has successfully 
completed a minimum training programme approved by the Office.

8.2.	The certificate of appointment as an inspector, referred to in sub-regulation (1), must 
be issued in the form of Form 2, and include, at a minimum, the following information:

a.	The name and surname of the inspector;
b.	a unique identification number supplied by the Office;
c.	 the date of issuance;
d.	the address and contact details of the Office;   
e.	the signature of the Chief Executive Officer, and 
f.	 a form of photographic identification.

9.	 Skills and experience for inspectors

9.1.	An inspector appointed in terms of section 80(2) of the Act must— 

a.	 be a qualified health professional, who is registered with the Allied Health Profes-
sions Council of South Africa, the Health Professions Council of South Africa, the 
South African Nursing Council, or the South African Pharmacy Council, referred 
to in the definition of “statutory health professional council” in section 1 of the Act;

b.	 maintain his or her registration and good standing with the relevant statutory health 
professional council referred to in paragraph (a), at the time of and for the duration 
of his or her appointment as an inspector; and

c.	 have experience in the delivery of health care services in a public or private health 
establishment.

10.	 Code of conduct for inspectors

10.1.	 The Chief Executive Officer must develop and enforce a code of conduct for 
inspectors appointed in terms of section 80(2) of the Act.

10.2.	 The Office must publish the code of conduct for inspectors in the Government 
Gazette within three months of the promulgation of these Regulations.

10.3.	 A copy of the code of conduct for inspectors referred to in sub-regulation (1), 
must be signed by all the inspectors prior to the commencement of their duties.
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11.		 Formal credentials for person rendering assistance

11.1.	 If an inspector is accompanied by any person reasonably required to assist him 
or her in the conduct of the inspection, as contemplated in section 82(2) of the Act, the 
Chief Executive Officer must issue such a person with formal credentials.

11.2.	 The formal credentials referred to in sub-regulation (1) must include, at least, 
the following information:

a.	Name and surname of the person rendering assistance;
b.	a unique identification number;
c.	date of issuance; 
d.	contact details of the Office;
e.	signature of the Chief Executive Officer; and
f.	 a form of photographic identification.

12.	 Inspection strategy, procedures and plan

12.1.	 The Board must approve an annual inspection strategy to guide the inspection 
activities of the Office.

12.2.	 The annual inspection strategy referred to in sub-regulation (1), must be pub-
lished on the Office’s public website, and include, at least, the following:

a.	An approach to prioritising, scheduling and conducting inspections; and
b.	resources for the implementation of the inspection strategy.

12.3.	 The Office must develop an inspection procedure manual and tools for inspec-
tors to ensure that inspections are carried out in a consistent, fair, equitable and trans-
parent manner.

12.4.	 An inspector must prepare an inspection plan, which sets out a clear approach 
to carrying out the inspection for each health establishment to be inspected.

12.5.	 The inspection plan referred to in sub-regulation (4) must be appended to the 
Notice of Inspection referred to in sub-regulation 13.

13.	 Notice of inspection to health establishments

13.1.	 An inspector must, at any time, before commencing with an inspection contem-
plated in section 82 of the Act, issue a notice of inspection to the health establishment.

13.2.	 The notice of inspection referred to in sub-regulation (1), must be in the form of 
Form 3, and include, at least, the following information:

a.	the purpose of the inspection;
b.	the date of the inspection;
c.	 the estimated duration;
d.	the inspection plan referred to in sub-regulation 12(4);
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e.	the number of authorised personnel expected to take part in the inspection; 
f.	 the contact details of the inspector primarily responsible for the inspection; and
g.	the responsibilities of the health establishment.

13.3.	 The notice of inspection referred to in sub-regulation (1), must be signed by the 
Chief Executive Officer or his or her delegatee.

13.4.	 Despite sub-regulation (1), the Office may, if it has reasonable grounds to be-
lieve that compliance with the notification requirements referred to in regulation (1) 
may jeopardise user safety or quality of care, conduct an unannounced inspection of a 
health establishment.

14.	 Inspection process

14.1.	 Upon arrival at the premises of the health establishment, the inspector must 
clearly identify himself or herself to the person in charge by presenting—

a.	 a notice of inspection, referred to in regulation 13(1), if applicable;(b) a certificate 
of appointment as an inspector, issued in terms of section 80(3) of the Act; and

b.	 an entry and search warrant issued in terms of section 84(5) of the Act, if applica-
ble.

14.2.	 During an inspection, the health establishment must make available the nec-
essary staff, resources and space to allow inspectors to complete the inspection in a 
timely and expeditious manner.

14.3.	 An inspector may question any user, occupant, health care personnel or any 
person on the premises of a health establishment about any information that is relevant 
to the inspection, or require the person in charge to produce any document, record or 
material for inspection.

14.4.	 The person in charge may provide the inspector with any relevant information, 
documents, records, objects or materials for the inspector’s consideration during the 
inspection visit.

14.5.	 Within 20 working days of the completion of the inspection, the inspector must 
provide his or her preliminary findings to the person in charge in writing.

14.6.	 The preliminary findings must—

a.	identify the main areas of non-compliance with norms and standards;
b.	set out the consequences of non-compliance, contemplated in section 82A(2) 
and (4) of the Act; and
c.	set out the steps that must be undertaken to achieve compliance and time-
frames for corrective action.

14.7.	 The inspector must provide the person in charge not more than 20 working days 
to respond to the preliminary findings in writing.
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14.8.	 Within 20 working days of receipt of the response contemplated in sub-regula-
tion 7, the inspector must consider such response and issue a final report to the person 
in charge.

14.9.	 After issuing a final report contemplated in sub-regulation 8, the inspector—

a.	may recommend to the Office the issuing of a compliance certificate to the 
health establishment, in terms of regulation 18(2); or

b.	must issue a compliance notice to the health establishment, in terms of section 
82A(1) of the Act, if any norms and standards have not been complied with.

15.	 Additional inspection

15.1.	 An inspector may, at any time, subject to section 82(1) of the Act, conduct an 
additional inspection, provided that he or she has reasonable grounds to believe that—

a.	such an inspection is needed to establish whether non-compliance has been 
remedied within the health establishment;
b.	the health establishment is contravening the Act or any relevant regulations;
c.	 there are serious breaches of norms and standards by the health establish-
ment, based on the indicators of risk; or
d.	the Ombud’s findings demonstrate that continued exposure to the health care 
services provided by health establishment may pose a severe risk to users or 
health care personnel.

15.2.	 The provisions of sub-regulation (1) or (4) of regulation 13 apply, with the nec-
essary changes, to an inspection contemplated in this regulation. 

CHAPTER 4

INSPECTION OF HEALTH ESTABLISHMENT

16.	 Information on approach to carrying out inspections

16.1.	 The Office may, within 2 weeks of the beginning of each financial year, inform 
the head of the national or provincial department of health, the municipal manager or, 
in the case of the private health establishment, the head of a health establishment or 
the executive management of a private hospital group, of its approach to carry out in-
spections.

16.2.	 For the purposes of sub- regulation (1), the Office may submit to the head of 
the national or provincial department of health, the municipal manager or in the case of 
the private health establishment, the head of a health establishment or the executive 
management of a private hospital group, an annual inspection strategy containing infor-
mation on such approach to inspections.
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17.	 Entry, inspection and search warrant

17.1.	  An inspector may, in terms of section 82(1) of the Act, enter any health estab-
lishment, at any reasonable time, for purposes of carrying out an inspection contem-
plated in section 82(1) of the Act.

17.2.	 Where entry into the health establishment as contemplated in sub-regulation (1) 
is refused, the Office must apply for a warrant in terms of section 84(1) of the Act.

17.3.	 The application for a warrant must include, at least, the following information:

a.	the name and address of the health establishment to be inspected, and where 
possible, the area or areas of the health establishment to which the warrant re-
lates;
b.	the legislative provisions governing the inspection;
c.	 the reasons and motivation for the inspection; and
d.	the most recent inspection results, if the establishment had been inspected 
previously.

17.4.	 Subject to section 84(3) of the Act, an inspector may question any user, occu-
pant, health care personnel or any person on the premises of a health establishment, 
provided he or she has—

a.	explained to the said user, occupant or any person on the premises his or her 
legal rights, including their right to remain silent or not to incriminate themselves; 
and
b.	obtained—

I.	 written approval from the user, occupant or any person on the premises 
for the questioning or recording of the interview; or
II.	 verbal approval from the user, occupant or any or person on the premises 
for the questioning or recording of the interview, in the presence of a witness.

17.5.	 Despite sub-regulation (2), an inspector may enter, inspect and search the 
health establishment’s premises without the authority of a warrant in terms of section 
86(b) of the Act, if there are reasonable grounds to believe that, if applied for, a warrant 
for entry and search would be issued and that the delay in obtaining the warrant would 
defeat the object of the warrant. 
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CHAPTER 5

CERTIFICATION

18.	 Certification of health establishments

18.1.	 Within 15 working days of receipt of the recommendation for certification of a 
health establishment referred to in regulation 14(9)(a) or renewal of certification re-
ferred to in regulation 19(1), the Office must issue the health establishment that meets 
all the compliance requirements with a certificate of compliance.

18.2.	 A certificate of compliance referred to in sub-regulation (1), must—

a.	be signed by the Chief Executive Officer and be placed in the public, visible 
place within the health establishment and posted on its public website; and
b.	be issued in the form of Form 4, and include, at least, the following information:

I.	 the name and physical address of health establishment;
II.	 the category of health establishment;
III.	 the address for the service of legal processes and notices, if that address 
is not the same as the physical address; 
IV.	 the date of the last inspection; and 
V.	 the date of expiry of the certificate.

19.	 Renewal and extension of certification

19.1.	 The health establishment must, within a period of not more than six months 
before the expiry of the compliance certificate referred to in regulation 18(1), submit an 
application to the Office for the renewal of its certificate.

19.2.	 The application for renewal of the certificate of compliance must be made in 
the form of Form 6, and include annual self-assessments of the health establishments 
compliance with norms and standards and its most recent quality improvement plans.

19.3.	 A renewal of a certificate of compliance will be based on a recommendation for 
certification referred to in regulation 14(9)(a), as well as compliance by the health es-
tablishment with the requirements contained in sub-regulation (2).

19.4.	 The Office may extend the certification status of the health establishment that 
has applied for renewal in terms of regulation 19(1) for a period of not more than one 
year from the date of expiry, to afford the Office an opportunity to schedule and conduct 
an inspection for the purposes of renewal of certification.

20.	 Suspension of certificate

20.1.	 A certificate of compliance issued in terms of regulation 18(2), remains valid for 
a period of not more than four years, subject to an extension contemplated in regulation 
19(4).
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20.2.	 Despite sub-regulation (1), a compliance notice referred to in regulation 21 (1), 
suspends the validity of that certificate of compliance, until the conditions set out in the 
said compliance notice are fulfilled.

20.3.	 The Office must, within 15 working days of the confirmation of fulfilment of the 
conditions of compliance referred to in sub-regulation (2), reconfirm the compliance 
status of the health establishment. 

CHAPTER 6

COMPLIANCE NOTICE, ENFORCEMENT AND APPEAL

21.	 Compliance notice to health establishment

21.1.	 An inspector must—

a.	after issuing a final report, issue a compliance notice in terms of section 82A(1) 
of the Act, to the person in charge, if any norms and standards have not been 
complied with; or

b.	at any time during an inspection, issue a compliance notice in terms of section 
82A(1) of the Act, to the person in charge, if there are reasonable grounds to be-
lieve that the health establishment or a part thereof poses a serious risk to public 
health or the health and safety of users.

21.2.	 The compliance notice referred to in sub-regulation (1), must be issued in the 
form of Form 7, and must contain all the information set out in section 82A (2) of the Act.

21.3.	 The person in charge must, within the period specified in the compliance no-
tice, provide the inspector with the health establishments quality improvement plan that 
details—

a.	the actions that will be undertaken to achieve compliance with the norms and 
standards; and
b.	the timeframe for achieving compliance.

21.4.	 If the health establishment fails to comply with the compliance notice issued in 
terms of section 82A(1) of the Act, the Office may invoke any of the sanctions listed in 
section 82A(4) of the Act.

22.	 Compliance enforcement

22.1.	 The Office must develop an enforcement policy which sets out the Office’s ap-
proach to enforcing compliance.

22.2.	 The Chief Executive Officer must publish the enforcement policy referred to in 
sub-regulation (1) and any subsequent amendments thereof, in the Government Ga-
zette, within 25 working days of their approval by the Board.

22.3.	 Compliance enforcement must, as far as possible, be applied in a progressive 
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manner, after taking into account the following, with regards to each health establish-
ment:

a.	The nature and severity of non-compliance with the norms and standards and 
the consequences thereof;
b.	the compliance history of the health establishment;
c.	 frequency of transgressions in relation to the norms and standards;
d.	any offences by the health establishment in terms of section 89(1) of the Act; 
and  	 any mitigating or aggravating factors.

23.	 Written warning

23.1.	 The Office may issue a written warning to the person in charge, in terms of 
section 82A(4)(a) of the Act, for failure to comply with a compliance notice referred to 
in regulation 21 (1) (a).

23.2.	 A written warning to the person in charge referred to in sub-regulation (1) must 
be issued in the form of Form 8, and must include, at least, the following information: 

a.	The name of the person to whom it is addressed and the date;
b.	the health establishment to which the warning applies; 
c.	 the norms and standards that have not been complied with;
d.	the nature and extent of non-compliance;
e.	the actions to be undertaken by the health establishment to remedy non-com-	
	 pliance; and
f.	 the steps already taken by the Office to ensure compliance, if applicable.

24.	 Request for response

24.1.	 If the Office issues a written warning to the person in charge, it must request 
a written response from the person in charge in terms of section 82A(4)(b) of the Act, 
and set a timeframe within which the health establishment must respond and the con-
sequences of any failure to respond.

24.2.	 The person in charge must acknowledge receipt of a written warning referred to 
in subregulation (1), in writing.

24.3.	 If the person in charge fails to respond to a request for a response referred to in 
subregulation (1), or provides an unsatisfactory response, the Office may—

a.	recommend to the relevant authority any appropriate and suitable action, in 
terms of section 82A(4)(c) of the Act;

b.	initiate a formal hearing to consider a possible revocation of a certificate of com-
pliance or imposition of a fine, in terms of sections 82A(4)(d) and 82A(4)(e) of the 
Act, respectively; or

c.	 refer the matter to the National Prosecuting Authority for criminal prosecution, in 
terms of section 82A(4)(f) of the Act.
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25.	 Monitoring of recommendations to relevant authority

If a recommendation is made to the relevant authority in terms of regulation 24(3)(a), the 
Office must monitor and report to the Minister on the implementation of the said recommen-
dation by the relevant authority.

26.	 Formal hearing

26.1.	 Before revoking a certificate of compliance or imposing a fine, the Office must 
notify the person in charge of the health establishment and the relevant authority of its 
intention to revoke the certificate of compliance or to impose a fine, as the case may 
be, and initiate a hearing to allow the health establishment an opportunity to make rep-
resentations, before a final decision is taken.

26.2.	 The Chief Executive Officer must appoint a suitable person to preside over the 
hearing contemplated in sub-regulation (1).

26.3.	 The person contemplated in subregulation (2) may appoint not more than 2 per-
sons with technical expertise on the relevant subject as his or her assistants, as may 
be required.

26.4.	 The presiding officer must provide both the Office and the health establishment 
with, at least,

10 working days’ written notice to prepare for the hearing and may—

a.	require written representations from both parties to be submitted to him or her, 
at least, 5 working days prior to the hearing;

b.	allow oral testimony to be presented by the parties or any other interested per-
son, upon application, in relation to the matter.

26.5.	 The notice of hearing referred to in sub-regulation (1) must be issued in the form 
of Form 8, and include, at least, the following information: (a) The date, time and place 
of the hearing;

a.	20
b.	the subject matter of the hearing;
c.	 the legal rights of the parties and how to exercise them;
d.	the required documents, records, objects or materials, if any; and   the conse-	
	 quences of failure to attend the hearing.

26.6.	 The procedure for the conduct of the hearing contemplated in sub-regulation (1) 
must be determined by the person presiding at the hearing.

a.	The hearing of the matter—   must be conducted expeditiously and in compli-
ance with the principles of administrative justice, set out in the Promotion of Ad-
ministrative Justice Act, 2000 (Act No. 3 of 2000);
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b.	may be conducted in an informal manner, consistent with paragraph (a); and

c.	must be open to the public: Provided that the person presiding at the hearing 
may exclude members of the public, or specific persons or categories of persons, 
from attending the proceedings—   

I.	 if evidence to be presented is confidential information, but only to the 	
	 extent that the information cannot otherwise be protected;
II.	 if the proper conduct of the hearing requires it; or
III.	 for any other reason that would be justifiable in civil proceedings in a 	
	 Court.

26.7.	 At the end of the hearing, the person presiding at the hearing may recommend 
to the Office to revoke or not to revoke the certificate of compliance of the health estab-
lishment, or to impose a fine, as the case may be.

26.8.	 The Office must, within 10 working days after the hearing, make a decision and 
provide the person in charge of the health establishment and the relevant authority with 
written reasons for any adverse decision.

26.9.	 For the purposes of this regulation “suitable person” means a person who has 
extensive knowledge and experience in the administration of law and the norms and 
standards for the health establishments as well as the general laws and regulations 
applicable to the health care sector.

27.	 Revocation of certification and recommendation to Minister

27.1.	 If a health establishment fails to comply with the compliance notice referred to 
in regulation 21(1)(b), the Office may, after complying with regulation 26(1), revoke the 
certificate of compliance of a health establishment and recommend to the Minister a 
temporary or permanent closure of the health establishment or a part thereof that con-
stitutes a serious risk to public health or the health of users, in terms of section 82A(4)
(d) of the Act

27.2.	 A recommendation to the Minister in terms of sub-regulation (1) must be in writ-
ing and include, at least, the following information:

a.	the details of non-compliance; (b) the nature and extent of the risk posed to 	
	 public health or to users;
b.	the period of non-compliance;
c.	 the consequences of continued non-compliance;  	
d.	an indication of the part or parts of the heath establishment to be closed, and
e.	any other relevant information.

27.3.	 Before exercising his or her powers in terms of sub-regulation (1), the Minister 
must comply with the Promotion of Administrative Justice Act, 2000 (Act No. 3 of 2000).



117

28.	  Fine

28.1.	 Before imposing a fine in terms of section 82A(4)(e) of the Act, and after com-
plying with regulation 26(1), the Office must afford the person in charge of the health 
establishment an opportunity to submit a request for leniency.

28.2.	 A fine contemplated in section 82A(4)(e) of the Act may not exceed the thresh-
olds   determined by the Minister.

28.3.	 In determining the quantum of the fine, the Office must take into account— 

a.	the nature and extent of non-compliance;
b.	the actions taken by the health establishment to remedy non-compliance; 
c.	any requests for leniency presented by the health establishment; and
d.	the potential impact of the fine on the finances of the health establishment.

28.4.	 If the fine is imposed in terms of section 82A(4)(e) of the Act the health estab-
lishment must, within 20 working days of the decision, pay such a fine into a designated 
banking account contemplated in sub-regulation (5).

28.5.	 The Office must establish and maintain a separate banking account for the pay-
ment of fines in accordance with the provisions of the Public Finance Management Act, 
1999 (Act No. 1 of 1999).

29.	 Referral to National Prosecuting Authority

29.1.	 Despite regulation 23, the Office may, at any time, refer the matter to the Na-
tional Prosecuting Authority for criminal prosecution, in terms of section of the Act, if any 
failure to comply with a compliance notice issued in terms of the Act is considered to 
amount to a criminal offence in terms of section 89(1) of the Act.

29.2.	 For the purposes of sub-regulation (1), the Office must prepare and hand over 
any and all evidence that may be relevant to the prosecution of the health establish-
ment to the National Prosecuting Authority.

30.	 Appeal against decisions of Office or Ombud

30.1.	 An appeal to the Minister in terms of section 88A(1)of the Act must be lodged 
by written notice.

30.2.	 The notice referred to in sub-regulation (1) must be in the form of Form 9, and 
must set out the grounds for the appeal and sufficient information or documentation to 
support the application for appeal.

30.3.	 The ad hoc tribunal contemplated in section 88A(2) of the Act must determine 
the rules and procedure for the conduct of its proceedings.

30.4.	 The proceedings of the tribunal must be open to the public, but the chairperson 
of the tribunal may exclude members of the public, or specific persons or categories of 
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persons, from attending the proceedings—

a.	if evidence to be presented is confidential information, but only to the extent that
 	 the information cannot otherwise be protected;

b.	if the proper conduct of the hearing requires it; or
c.	 for any other reason that would be justifiable in civil proceedings in a Court.

31.	 Publication of reports and tribunal decisions

31.1.	 The Office must—   

a.	within 25 working days of the issue of the decision, publish the decision of the 
ad hoc tribunal in the Government Gazette and on its public website;

b.	every six months, publish on its public website and in any other appropriate 
publication platform, a report which covers all the—  

i.	 inspections conducted, with the names and location of the health estab-
lishments;

ii.	 compliance certificates issued, with the names and location of health es-
tablishments;

iii.	 hearings conducted, with the names and location of health establish-
ments and the outcome of the hearings;

iv.	 the recommendations made to the relevant authorities in terms of section  
and

v.	 complaints received and resolved by the Ombud, by category.

c.	on an annual basis, publish on its public website and in any other any appropri-
ate publication platform, a report which—  

i.	 sets out the compliance status of all health establishments; and

ii.	 summarises the number and nature of the compliance notices issued.
 

CHAPTER 7

COMPLAINTS HANDLING AND INVESTIGATION

32.	 Who may lay complaint

32.1.	 Any person may lay a complaint with the Ombud, in terms of section 81A(1) of 
the Act, for breach by a health establishment of any norms or standards.

32.2.	 Any person, guardian or representative of a person to whom a health care ser-
vice was provided, may lay a complaint to the Ombud.
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32.3.	 A complaint may be dealt with by the Ombud despite the death of the person 
contemplated in sub-regulation (2), if—

a.	a person dies and, if the person were alive, he or she could lay a complaint 
about a particular matter; or

b.	a person makes a complaint but dies before the complaint is finally dealt with.

32.4.	 If sub-regulation (3)(a) applies, a complaint may be laid on behalf of the person.

32.5.	 If sub-regulation (3)(b) applies, the Ombud may, at another person’s request, 
permit the other person to be substituted as the complainant.

32.6.	 If a complaint is laid in terms of sub-regulation (2) by a representative on behalf 
of a person to whom a health care service was provided, other than under the circum-
stances contemplated in sub-regulation (3), the Ombud may request the person to 
whom a health care service was provided to confirm the complaint.

33.	 How to lay complaint

33.1.	 A complaint to the Ombud may be laid— 

a.	orally, including by telephone; or
b.	in writing, including by email or other electronic means.

33.2.	 If a complaint is laid orally, the Ombud must— 

a.	make a record of the complaint; and
b.	request the complainant to confirm the accuracy of the recording.

33.3.	 The Ombud must give a complainant reasonable assistance to lay a complaint, 
and to take necessary measures to ensure reasonable access to the Ombud by the 
users of health care services and other concerned persons.

33.4.	 The complaint must contain adequate information regarding the complaint in-
cluding, at least, the contact details of the complainant or his or her representative, and 
the evidence or basis for the complaint, and such other particulars as the Ombud may 
require to deal with the complaint.

34.	 Acknowledgement of complaint and request for additional information

34.1.	 The Ombud must acknowledge receipt of a complaint within 48 hours of the 
laying of a complaint, in an appropriate manner.

34.2.	 The Ombud may request any additional information from the complainant, to be 
provided within a reasonable period stated in the request.

34.3.	 The Ombud may not deal with the complaint, or deal further with the complaint, 
until the complainant complies with a request contemplated in sub-regulation (2), to the 



120

extent the complainant is reasonably able to comply therewith.

34.4.	 A complainant’s non-compliance with a request may be a ground for a decision 
to take no further action on the complaint.

35.	 Screening of complaints

35.1.	 The purpose of the screening is to obtain and analyse information relevant to 
the complaint and decide the most appropriate way to deal with it further.

35.2.	 The screening may be undertaken in any manner the Ombud considers appro-
priate, including—  

a.	analysing information provided by the complaint;
b.	analysing information obtained in terms of regulation 34(2) from the complainant;
c.	considering submissions received in terms of regulation 36(1) from the com-	
	 plainant or the relevant health establishment or any other person;
d.	communication with the complainant or the relevant health establishment; or
e.	consultation with any person or entity with relevant technical knowledge or ex-	
	 pertise regarding the subject of the complaint.

36.	 Submissions regarding complaints

36.1.	 The Ombud may give notice to the complainant or the relevant health establish-
ment, inviting submissions regarding a complaint, to be provided to the Ombud within 
a stated period.

36.2.	 The period for providing submissions must be reasonable, but may not be more 
than 20 working days from the date of notice.

36.3.	 The Ombud must consider each submission received within the period referred 
to in regulation 36(1).

37.	 Period for completing screening

37.1.	 The Ombud must complete the screening within 15 working days of the laying 
of the  complaint or of receiving the additional information in terms of regulation 34(2).

37.2.	 The Ombud may extend the period for screening the complaint by a further 
period of up to 15 working days if necessary owing to—

a.	the size or complexity of the complaint; or
b.	the time taken to obtain additional information in terms of regulation 34(2) or 	
	 submissions in terms of regulation 36(1).
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38.	 Decision following screening

38.1.	 Upon completion of the screening, the Ombud must—

a.	make a decision on whether—

I.	 to investigate the complaint;
ii.	 to refer the complaint to any other statutory authority or other appropriate

 		 or suitable body or entity; or
iii.	 to take no further action in relation to the complaint;

b.	give notice of the decision to the complainant and the relevant health establish-
ment, and reasons for the decisions.

39.	 Cooperation with other entities

The Ombud must consult and cooperate with other public entities with functions that 
are relevant to, or may impact on, the Ombud’s functions.

40.	 Referral from other entities and the public

If the Ombud becomes aware of a particular matter, other than through a formal com-
plaint, by way of a referral from—   

a.	a health establishment;
b.	other statutory authority or any other appropriate or suitable body or entity, in-	
	 cluding the Office; or
c.	 in any other manner and decides to deal with the matter, the Ombud may, with 	
	 the relevant person’s consent, deal with the matter as if it were a complaint and

	 the person were the complainant.

41.	 Decision to take no further action on complaint

41.1.	 At any time, the Ombud may decide to take no further action on a complaint if 
the Ombud reasonably considers that—   

a.	the complaint 

i.	 is frivolous, vexatious, trivial or not made in good faith;  
ii.	 is misconceived or lacking in substance;
iii.	 is being adequately dealt with by another appropriate entity;
iv.	 has been resolved or otherwise appropriately finalised by the Ombud or 	
	 another appropriate entity; and
v.	 despite reasonable efforts by the Ombud or another appropriate entity, 	
	 cannot be resolved; or

b.	the complainant-

i.	  has failed, without reasonable excuse, to—
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•	 satisfactorily cooperate with the Ombud to resolve the complaint; and
•	 comply with a request from the Ombud for additional information, evidence or 

submissions the Ombud needs to deal properly with the complaint.

41.2.	 The Ombud may decide to take no further action on a matter if—

a.	the complaint is withdrawn;
b.	the matter from which the complaint arose, and the complainant was aware of 	
	 the matter, at least 2 years before the complaint was laid; or
c.	a complainant, or other relevant person dies and the Ombud reasonably con-	
	 siders that no further action is necessary.

42.	 Complaint investigations

The procedure for conducting an investigation must be such as the Ombud considers appro-
priate in the circumstances of the case, and in particular, he or she may make such inquiries, 
as he or she deems fit and must be in line with the applicable legislation.

43.	 Notice to health establishment being investigated

The Ombud must notify the relevant health establishment regarding the investigation and 
the process of investigation, before or when the investigation has been started.

44.	 Progress reports

The Ombud must, every two months, give notice of the progress of an investigation to— 

a.	any health establishment being investigated; and 
b.	the complainant.

45.	 Period for completing investigation

45.1.	 The Ombud must complete an investigation referred to in Regulation 42 within 
a period of 6 months, unless extended in terms of sub-regulation (2), after the decision 
to carry out the investigation.

45.2.	 The Ombud may extend the period for completing an investigation if the Ombud 
reasonably considers that, in view of all the circumstances, including the size and com-
plexity of the matters being investigated, it is not possible to complete the investigation 
by the due date.

45.3.	 The period for completing an investigation may be extended more than once, 
but each extension may not be more than 3 months, provided the total period of the 
investigation does not exceed 2 years.

46.	 Investigations register

46.1.	  The Ombud must keep a register, on its public website, of all investigations.
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46.2.	 The register must list the following matters for each investigation

a.	type of norm or standard breached;
b.	general nature of the matter being investigated;
c.	date on which it was decided to carry out the investigation;
d.	current due date for completing the investigation;
e.	current status of the investigation; and
f.	 reason for each extension of the period of investigation.

46.3.	 The register must not include information that identifies or puts at risk a com-
plainant, health establishment or person to whom a health care service was provided.

47.	 Report to Minister

47.1.	 If an investigation is not completed within 2 years after the decision to conduct 
it, the Ombud must give notice to the Minister stating—

a.	the details of the matter being investigated; and
b.	the reasons why the investigation has not been completed.

47.2.	 The Minister may make any decision regarding the matter, including a decision 
to—

a.	close the matter;
b.	extend the investigation for a specified period; or
c.	 refer the matter to another statutory authority, body or entity.

48.	 Notice of decision after investigating complaint and investigation report

48.1.	 Within 10 working days after completing an investigation contemplated in regu-
lation 42, the Ombud must—  

a.	inform the complainant and the health establishment of his or her findings and 
recommendations, in accordance with section 81A (11) of the Act; and

b.	submit a report containing his or her findings and recommendations to the Chief 
Executive Officer, in accordance with Section 81A(9) of the Act, for appropriate 
action.

49.	 Referral to and reports from other statutory authority or other appropriate and 
suitable body or entity

49.1.	 When referring the matter, the Ombud must give the relevant statutory authority, 
or other appropriate and suitable body or entity, all relevant information that the Ombud 
has regarding the matter, including, details of the complaint, the complainant and the 
relevant health establishment.

49.2.	 The statutory authority or other appropriate and suitable body or entity to which 
the matter was referred must provide the Ombud—
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a.	written reports regarding progress on the matter, at regular intervals; and
b.	within 25 working days after completing the investigation, a written report of the

 	 results of the action taken regarding the matter.

49.3.	 For the purposes of this regulation “statutory authority” means any authority 
established by or under a provincial or national legislation.

50.	 Confidentiality of information

50.1.	 Information obtained by the Ombud or persons designated in terms of section 
81 (3)(c) of the Act in the course of or for the purposes of an investigation may not be 
disclosed to any third party, except for the purposes of the investigation and any report 
to be made in respect thereof.

50.2.	 A health establishment may, by written notice explaining why the information is 
confidential, claim any information to be confidential.

50.3.	 The Ombud must, within 10 working days of receipt of the notice referred to in 
subregulation (2), determine whether or not the information is confidential, and if the 
Ombud finds that the information is confidential, make any appropriate order concern-
ing access to that information.

50.4.	 The health establishment may, within 10 working days of the determination of 
the Ombud in terms of sub-regulation (3), lodge an appeal against such determination 
or an order contemplated in sub-regulation (3), to the Minister in terms of section 88A 
of the Act.

 
CHAPTER 8

GENERAL PROVISIONS

51.	 Prescribed forms

51.1.	 The forms prescribed for purposes of these Regulations are set out in the An-
nexure to these Regulations.

51.2.	 Any form that must or may be submitted by any health establishment or user to 
the Office in terms of these Regulations may be submitted electronically.

52.	 Short title and commencement

These Regulations are called the Procedural Regulations Pertaining to the Functioning of 
the Office of Health Standards Compliance and Handling of Complaints by the Ombud, and 
come into operation on the date of publication in the Gazette.
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ANNEXURE PRESCRIBED FORMS
Form No. Section 

No.
Regulation
No.

Description

OHSC 1 4(2) Health establishment information
OHSC 2 80(3) 8(2) Certificate of appointment as an inspector
OHSC 3 13(2) Notice of inspection to health establishments
OHSC 4 18(1) Certificate of compliance
OHSC 5 79(1) 19(2) Application for renewal of certification
OHSC 6 82A(1) 21(2) Compliance notice to health establishments
OHSC 7 23(2) Written warning
OHSC 8 26(5) Notice of hearing
OHSC 9 88A 30(2) I.	 Notice of appeal



Annexure D:
Information about the Health Establishment 

(OHSC 1)
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Annexure D: Information about the health establishment (OHSC 1)

All health establishments and users that are required by the Office to provide information relating 
to norms and standards, in terms of section 79(2)(b) of the National Health Act,2003 (Act No. 61 
of 2003), must do so by 31 March of each year. If the person in charge, referred to in regulation 
6(1), fails to provide the Office with the required information within the specified period, the Office 
must refer the matter to the head of the national or relevant provincial department of health or the 
health department of a municipality or the head of the health establishment, as the case may be, 
for intervention in accordance with the intervention policy and procedure of the relevant authority.

Name of health establishment
Legal status
Details of relevant authority (head of national, 
provincial or municipal health department, head 
of the health establishment or private hospital 
group)
Physical address of health establishment
GPS coordinates - latitude and longitude
Contact details of the health establishment in-
cluding — telephone no., e-mail address web-
site details
Name of person in charge
Contact details of person in charge
Category of 	 health 	 establishment (ac-
cording to Policy on Management of Public 
Hospitals published in Government Gazette, No 
34522 of 12 August 2011);
Health district in which the health establishment 
falls
Services offered by speciality, including num-
ber of beds by service or number of consulting 
rooms
Operating days and times:
In patient unit
Outpatient unit 
Emergency unit
Pharmacy
Human resources – Number of staff by category:
Health care professionals
Management
Administrative
Clinical support services
Results of the most recent self-assessment 
against norms and standards
Chief Executive Officer

Signature: Date:



Annexure E:
Certification of Appointment as an inspector 

(OHSC 2)
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Annexure E: Certificate of appointment as an inspector (OHSC 2)

This certificate of appointment as an inspector of the Office of Health Standards Compliance is 
hereby issued in terms of section 80(2) of the National Health Act, 2003 (Act No. 61 of 2003), read 
together with regulation 8 of the Procedural Regulations pertaining to the Functioning of the Office 
of Health Standards Compliance and Handling of Complaints by the Ombud.

Name and surname:

OHSC Number:

(photograph) Date of issue:

Date of expiry:

Chief Executive Officer

Signature:

OHSC contact telephone: OHSC address:

Name of health establishment
Address of health establishment
Consent for inspection OR warrant to enter 
(specify)
Date of inspection
Estimated duration of inspection
Date for reporting and comments
Number of authorised personnel taking part in 
the inspection



Annexure F:
Notice of Inspection (OHSC 3)
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Annexure F: Notice of inspection (OHSC 3)

Purpose of inspection

In terms of regulation 13 of the Procedural Regulations pertaining to the Functioning of the Office 
of Health Standards Compliance (OHSC) and handling of complaints by the Ombud, an inspector 
must issue a notice of inspection to the health establishment before commencing with an inspec-
tion contemplated in section 82 of the Act.The purpose of inspection is for duly certified inspectors 
of the OHSC to monitor the degree of compliance with the norms and standards for quality of 
healthcare as mandated by the National Health Act,  No. 61 of 2003, and the regulations pertaining 
to the functioning of the OHSC and handling of complaints by the Ombud.

Responsibilities of the health establishment

The responsibilities of the health establishment during this visit are to make available the nec-
essary staff, resources and space to allow inspectors to complete the inspection in a timely and 
expeditious manner.
Powers of inspectors

In terms of section 82(1) of the Act, an inspector may enter any health establishment at any rea-
sonable time, and-

a.	 inspect such a health establishment, as the case may be, in order to ensure compli-
ance with the Act;

b.	 question any person who her or she believes may have information relevant to the 
inspection;

c.	 require the person in charge of the health establishment to produce, for inspection or 
for the purpose of obtaining copies or extracts thereof or therefrom, any document, including 
a health record contemplated in Section 15 of the Act, which such a person is required to 
maintain in terms of the law. (d) take any samples of any substance or photographs relevant 
to the inspection.

Chief Executive Officer

Signature: Date:



Annexure G:
Certificate of Compliance (OHSC 4)
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Annexure G: Certificate of compliance (OHSC 4)

This certificate of compliance is issued by the Office of Health Standards Compliance in terms of 
section82(7) of the National Health Act, 2003 (Act No. 61 of 2003) as read with regulation18(1) of 
the Procedural Regulations pertaining to the Functioning of the Office of Health Standards Com-
pliance and Handling of Complaints by the Ombud (the Regulations)

A Certificate of Compliance is valid for a period of not more than 4 years, before which time the 
health establishment must apply for renewal. The Office may, however, in terms of regulation 15(1) 
of the Regulations, conduct an additional inspection at any time if it has reason to believe that the 
establishment is failing to comply with the provisions of the Act

Name of health establishment certified as com-
pliant
Category of health establishment
Physical address
Address for the service of legal processes and 
notices (if not the same as physical address)
Date of inspection
Chief Executive Officer

Signature:

Date of certification

Date of expiry of certification 



Annexure H:
Application for Renewal and Extension of 

Certification (OHSC 5)
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Annexure H: Application for renewal and extension of certification (OHSC 5)

In terms of section 82(7) of the National Health Act, No. 61 of 2003 as read together with regula-
tion 19 of the procedural regulations pertaining to the functioning of the Office of Health Standards 
Compliance (OHSC) and handling of complaints by the Ombud (the Regulations), an application 
for renewal of a certificate must be submitted to the Office, within a period of not more than six 
months before the expiration of the certificate of compliance. This certificate will be renewed fol-
lowing an inspection as set out in regulation 14, provided that the Office may extend the certifica-
tion for up to one year pending an inspection.

Name of health establishment applying for ex-
tension of certification
Address
Name of person in charge
Date of last inspection
Date of certification
Date of expiry of certification
Certificate number
Person in charge of health establishment

Signature: Date:
Attachments:

1.	 Most recent report submitted

2.	 Last 6 months of reporting on indicators of 
risk

3.	 Annual self-assessment reports since last in-
spection

4.	 Most recent quality improvement plan



Annexure I:
Compliance Notice (OHSC 6)
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Annexure I: Compliance notice (OHSC 6)

A compliance notice is issued to the person in charge of a health establishment in terms of sec-
tion 82A(1) of the National Health Act, 2003 (Act No. 61 of 2003), (“the Act”) as read together with 
regulation

21(1) of the Procedural Regulations pertaining to the Functioning of the Office of Health Standards 
Compliance and Handling of Complaints by the Ombud (the Regulations, when the health estab-
lishment is found on inspection by the Office of Health Standards Compliance not to be compliant 
with the norms and standards contemplated in the Act.

The penalties that may be imposed by the Office of Health Standards Compliance in the event of 
continued non-compliance in terms of section 82A(4) of the Act are as follows:

a.	 issue a written warning to achieve compliance within a set period of time in a manner pre-
scribed;

b.	 require a written response from the health establishment regarding the continued noncom-
pliance;

c.	 recommend to the relevant authority any appropriate and suitable action to be undertaken, 
including the institution of disciplinary proceedings against persons responsible for the non-
compliance or continued non-compliance;

d.	 revoke the compliance certificate and recommend to the Minister the temporary or perma-
nent closure of the health establishment or pan thereof that constitutes a serious risk to 
public health or to health service users;

e.	 impose upon that person or health establishment a fine as determined by the Minister in the 
Gazette from time to time; or

f.	 refer the matter to the National Prosecuting Authority for prosecution.

Name of contact person in OHSC for submis-
sion of documentation
Annexures:

1.	 Norms and standards that have not been 
complied with;

2.	 details of the nature and extent of noncom-
pliance;

3.	 steps that are required to be taken and the 
period over which such steps must be tak-
en



Annexure J:
Written Warning (OHSC 7)
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Annexure J: Written warning (OHSC 7)

The Office of Health Standards Compliance may issue a written warning to the person in charge, 
in terms of section 82A(4)(a) of the National Health Act, No. 61 of 2003 (“the Act”) as read together 
with regulation 23(1) and (2) of the procedural regulations pertaining to the functioning of the Office 
of Health Standards Compliance (OHSC) and handling of complaints by the Ombud, for failure to 
comply with a compliance notice issued in terms of section 82A of the Act, as read with regulation 
21(1) of the regulations.

Name of health establishment
Address of health establishment
Name of person in charge
Contact details of person in charge
Annexures:

1.	 Norms and standards that have not been 
complied with

2.	 The nature and extent of non-compliance

3.	 Actions undertaken by the health estab-
lishment to remedy non-compliance

Steps already taken by the Office to ensure 
compliance
Date by which the person in charge must re-
spond to the written warning
Name and address for response



Annexure K:
Notice of Formal Hearing (OHSC 8)
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Annexure K: Notice of formal hearing (OHSC 8)

Before revoking a certificate of compliance or imposing a fine in terms of section 82A(4) of the 
National Health Act, No. 61 of 2003 (“the Act”), the Office must, in terms of regulation 25 of the 
procedural regulations pertaining to the functioning of the Office of Health Standards Compliance 
(OHSC) and handling of complaints by the Ombud (“the Regulations”), notify a health establish-
ment of its intention to revoke the certificate of compliance or to impose a fine, as the case may 
be, and initiate a hearing to allow the health establishment an opportunity to make representations, 
before a final decision is taken.

Name of health establishment
Address of health establishment
Name of person in charge
Contact information of person in charge
Name of relevant authority
Contact information for relevant authority
Date, time and place of hearing
Name and position of presiding officer
Subject matter of hearing
Required documents, records, objects or mate-
rials
Date for submission of above
Annexures:

1.	 Norms and standards that have not been 
complied with

2.	 The nature and extent of non-compliance

3.	 Actions undertaken by the health estab-
lishment to remedy non-compliance

4.	 Actions taken by the Office to ensure com-
pliance
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Annexure L: Notice of appeal (OHSC 9)

In terms of Section 88A of the National Health Act, 2003 (Act No. 61 of 2003), any person ag-
grieved by any decision of the Office or any finding and recommendation of the Ombud in relation 
to a matter regulated by this Act, or a person acting on his or her behalf, may within 30 days of 
gaining knowledge of that decision, lodge a written appeal with the Minister, who must appoint an 
independent ad hoc tribunal to whom the appeal received must be submitted.

Name of establishment
Address of establishment
Name of person lodging appeal
Contact information of person lodging the appeal
Decision, finding or recommendation against 
which appeal is being lodged
Date of such finding, appeal or recommendation
Grounds for appeal
In annexure:

Any documentation or representations relevant 
to the appeal



Annexure M:
Compliance Status Framework



145

Annexure M: Compliance status framework

1.	 What is a compliance status framework?					     145
2.	 Purpose of compliance status framework					     145
3.	 Compliance										          145
4.	 Risk rating										          145
5.	 Risk ratings for primary health care clinics (PHCs)				    145
6.	 Definition of risk ratings								        145
7.	 Clinic inspection tool								        146
8.	 Grading										          146
9.	 Compliance status framework							       147
10.	 Decision making regarding compliance					     149
11.		 Rules governing application of the compliance status framework  	 150
12.	 Certification										         150
13.	 General conditions								        151
14.	 References										          151

 

TABLE OF CONTENTS



146

1.	 What is a compliance status framework?

A Compliance Status framework (CSF) is a tool used by the OHSC to determine the status 
of a health establishment’s compliance with regulated norms and standards. 

2.	 Purpose of compliance status framework

To guide the OHSC in making compliance decisions in a transparent, fair and consistent 
manner.

3.	 Compliance

In general, compliance means conforming to a rule, such as a specification, policy, standard 
or law. For an organisation to become compliant, it must take steps to comply with relevant 
laws, policies and regulated norms and standards.

4.	 Risk rating

Risk rating is a methodology used to determine the level or extent of risk as being minimal, 
low, medium or high on the basis of the potential consequences of a risk and the level of po-
tential impact that non-compliance may have on users. Risk is measured in the area where 
it occurs. In the context of the OHSC, risk is measured at a functional area level. The OHSC 
has applied the Australian risk rating methodology to assign the risk level for each measure.

5.	 Risk ratings for primary health care clinics (PHCs)

1.	 Vital 
2.	 Essential

6.	 Definition of risk ratings

1.	 Vital 

Vital risk rated measures are considered to be critical to ensuring the safety of personnel 
and users so as not to result in harm or irreversible ill health. Within the vital measures, are 
designated measures that have been identified as non-negotiables, which health establish-
ments are required to meet. Non-negotiable vital (NNV) measures are those that can cause 
loss of life or require a prolonged period of recovery.

*NNV -Emergency trolley is stocked with the medicines and equipment.

•	 An oxygen cylinder with pressure gauge is available.
•	 The oxygen available in the cylinder is above the minimum level.

COMPLIANCE STATUS FRAMEWORK FOR CLINICS
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2.	 Essential

Essential risk rated measures are those which are considered to be fundamental to the pro-
vision of safe, quality care and are designed to provide an in-depth view of what is expected 
within available resources.

7.	 Clinic inspection tool

Inspections are conducted in the functional area, which is a department, ward or area within 
a health establishment where services are provided. The clinic assessment tool comprises 
four functional areas:

1.	 Clinic management
2.	 Dispensary/medicines room
3.	 Clinical services
4.	 Maintenance support 

Table 1 below indicates the number of measures contained in the assessment tool that fall 
under the two types of risk rating.

Table 1: Number of measures by risk rating

Risk Rating
Number of measures Vital Essential

Total 76 73

Table 2 below shows the breakdown of measures in terms of the functional areas in the 
clinic.

Table 2: Number of measures by functional area and risk rating

Functional Area Number of measures Risk Rating
V E

Clinic management 55 17 38
Clinical services 54 32 (*3NNVs) 22
Dispensary/medicines room 23 16 7
Maintenance support 17 11 6

Total 149 76 73

8.	 Grading

The OHSC uses the four-point Likert scale to determine compliance grading for health es-
tablishments as follows:

1.	 Excellent
2.	 Good 
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3.	 Satisfactory
4.	 Unsatisfactory

8.1.	Excellent

Services exceed the minimum set norms and standards. The minimum risk rating for this 
category is met as outlined in the matrix (V ≥80% and E ≥70%).

8.2.	Good

Most services are better than the set norms and standards. The minimum risk rating for this 
category is met as outlined in the matrix. (V = 70–79% and E = 60–69 %)

8.3.	Satisfactory

Services meet the set norms and standards. The minimum risk rating for this category is met 
as outlined in the matrix (V = 60–69% and E = 50–59%). 

8.4.	Unsatisfactory

The services are at a risk of avoidable harm and do not meet the set minimum norms and 
standards. There is limited assurance of safety. The risk rating for this category is below sat-
isfactory limits as outlined in the matrix (V < 60% and E <50%).

Table 3: Grading model

Grading model
Grading Risk rating Number of measures com-

pliant

Excellent V ≥80% 51/64
E ≥ 70% 46/65

Good V = 70–79% 45/64
E = 60–69% 39/65

Satisfactory V = 60–69% 38/64
E = 50–59% 33/65

Unsatisfactory V <60% <38/64
E <50% <33/65

9.	 Compliance status framework

According to this model, risk is measured in clusters of measures in a functional area. The 
risk rating cut-offs are determined for each grade to establish the level of grading to be 
awarded to the health establishment.
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Table 4 provides an example of an unsatisfactorily performing clinic (based on a pilot inspec-
tion conducted in May 2019). 

Table 4: Unsatisfactorily performing clinic

Interpretation of the rating 

Overall health establishment grading:

Vital measures = 50% which falls in the Unsatisfactory range

Essential measures = 32.9% which falls in the Unsatisfactory range

Therefore, the overall grading of the facility = Unsatisfactory

Compliance Decision = health establishment is Non-compliant

A second example, as shown in Table 5 depicts a clinic that received a good performance 
rating.
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Table 5: Clinic with good performance rating (based on pilot conducted in May 2019)

Interpretation of the rating

Overall health establishment grading:

Vital measures = 91% which falls in the Excellent range
Essential measures = 92% which falls in the Excellent range
Therefore, the overall grading of the facility = Excellent range

Compliance decision: Non-Compliant

Health establishment is Non-compliant as the non-negotiable vital measures are < 100%. In 
this case the health establishment has an opportunity to address the non-compliant non-ne-
gotiable vital measures and be awarded with a Certificate of Compliance Graded as Ex-
cellent.

10.	 Decision making regarding compliance

Each functional area is assessed separately according to the measures appropriate to that 
particular functional area. The functional areas are graded according to how they performed 
on the Vital and Essential measures. The overall (all functional areas) performance for the 
Vital and Essential measures is used to determine the health establishment’s grading level.

Compliance status is determined by the performance outcomes of the Vital and Essential 
risk-rated measures meeting the minimum requirements of the set ranges of the grades, 
provided the outcomes of NNVs is 100%. An Unsatisfactory grading will automatically be 
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deemed Non-Compliant.

11.	Rules governing application of the compliance status framework

1.	 A health establishment must achieve 100% of measures designated as non-negotiable 
within the Vital measures (NNV). Failure to achieve 100% of non-negotiable vital mea-
sures on any grading level will result in the health establishment being non-compliant 
irrespective of their performance in Vital and Essential measures.

2.	 Health establishments will be graded at the lowest achieved grading when the outcome 
of the risk ratings have different grades, e.g. When Vital achieves 70% (Good) and 
Essential achieves 50% (Satisfactory), the overall grading awarded to the health estab-
lishment will be satisfactory.

12.	 Certification

OHSC will certify health establishments as compliant when they attain an Excellent, Good 
or Satisfactory grading, provided they have met all the non-negotiable vital measures. The 
three grading levels for certification will have conditions that health establishments must ad-
here to for the duration of the certificate, as shown in Table 6 below.

Table 6: Conditions for certification

GRADING CONDITIONS DURATION
Excellent 1.	 Grading level of 75–

100%
2.	 Compliance certificate 

issued
3.	 Submission of progress 

report (approved by 
person in charge/District 
Manager/CEO) with relat-
ed evidence

4.	 Specific steps including 
time frames to remedy 
areas of non-compliance

4 years and as per regula-
tions

Good 1.	 Grading level of 65–74%
2.	 Compliance certificate 

issued
3.	 Submission of progress 

report (approved by 
person in charge/District 
Manager/CEO) with relat-
ed evidence

4.	 Specific steps including 
time frames to remedy 
areas of non-compliance

4 years and as per regula-
tions
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Satisfactory 1.	 Grading level of 55–64%
2.	 Compliance certificate 

issued
3.	 Submission of progress 

report (approved by 
person in charge/District 
Manager/CEO) with relat-
ed evidence

4.	 Specific steps including 
time frames to remedy 
areas of non-compliance

4 years and as per regula-
tions

Unsatisfactory 1.	 Grading level of <55%
2.	 Compliance notice 

(Non-compliant)
3.	 Submission of progress 

report (approved by 
person in charge/District 
Manager/CEO) with relat-
ed evidence

4.	 Specific steps including 
time frames to remedy 
areas of non-compliance

Additional inspection with-
in12 Months

13.	 General conditions 

As part of the ongoing monitoring of health establishments, all health establishments are 
required to furnish the following to the OHSC:

1.	 Submission of annual self-assessment reports
2.	 Submission of annual returns
3.	 Reporting on indicators of risk
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