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FOREWORD BY THE OHSC CHAIRPERSON 

 

The mandate of the Office of Health Standards Compliance (OHSC) is to monitor and 

enforce compliance with the prescribed norms and standards thereby contributing to 

safe and quality health care. The OHSC continues to fulfil its legal mandate of 

promoting and protecting the health and safety of the users of both public and private 

health services in South Africa through ensuring reliable and safe health services, and 

acceptability of health services for users. 

 

From the 2020/21 financial year, the OHSC adopted a phase in approach to inspect 

the different levels of care; Primary Healthcare Clinics, Community Healthcare Centres 

and Hospitals (District, Regional, Provincial and Central) following a consultative 

process in the development and finalisation of tools. In 2019/20 financial year, the 

OHSC inspected 9% (382 of 3741) of health establishments, the inspections were 

dependent of the availability of funds. The initial part of the financial year was utilised 

to conduct rapid inspections in designated isolation and quarantine facilities to ensure 

that safe and quality healthcare was provided during the fight against the COVID-19 

pandemic. 

  

Communication and engagement with internal and external role players are critical to 

the operations of the OHSC. Participation of stakeholders is essential to create 

platforms to further engage staff and build strong, competent, and dynamic teams in 

the provision of quality health services.   

 

The early warning systems (EWS) has been implemented and monitors indicators of 

risk to alert health establishments on areas of concern, where necessary followed by 

investigations on such areas of concern.  

 

The OHSC is experiencing financial constraints which will have a negative impact on 

the overall coverage of inspections countrywide and invariably negatively affect the 

overall mandate of the OHSC. The target for inspections in 2021/22 financial year is 

325 health establishments (299 in the public sector and 26 in the private sector). The 

number of routine inspections is based on the available allocated funds to conduct 
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inspections. Ideally, the OHSC needs to inspect 25% of overall public and private 

health establishments annually to ensure that all health establishments are covered 

over a four-year period. The number required to meet the 25% health establishments 

inspected on annual basis is 1043 health establishments (935 in the public sector and 

108 in the private sector).  It should be noted that the set targets could be adversely 

affected by the current ongoing COVID-19 pandemic, there might be a need to divert 

from routine inspections and conduct other inspections such as rapid inspections in 

response to the pandemic.   

 

The major challenge faced by the OHSC which impacts on the targets reflected in the 

2021/22 financial year inspection strategy is the limited financial and human resources 

to allow maximum coverage and expansion of inspections in the public and private 

sector.  The limited funds to conduct inspections carry a serious risk for the OHSC in 

fulfilling its mandate of inspecting and certifying all health establishments as compliant 

with the regulated norms and standards within four years. 

 

To realise the mandate of the OHSC, more inspections need to be conducted to 

increase the number of inspected facilities.  For 2021/22 financial year, the OHSC has 

42 inspectors to conduct inspections in both public and private health establishments.  

In 2018/19 financial year, the expenditure for inspections was R16 2686 55, the OHSC 

could only inspect 730 of 3816 health establishments, which was 19% of the total 

number of health establishments (Clinics, Community Healthcare Centres and 

Hospitals).  For 2020/21 financial year, the budget allocation for inspections has been 

reduced to R9 848 308, far less than the 2018/19 financial year budget. The drastic 

reduction in the budget will not enable the OHSC to fulfill its legislative mandate.  

 

Section 57 (4) (e) of the National Health Insurance (NHI) Bill, 2019 provides that: “The 

objectives that must be achieved in phase 1 include the process for the accreditation 

of healthcare service providers, which must require that health establishments are 

inspected and certified by the OHSC, health professionals are licensed by their 

respective statutory bodies and healthcare service providers comply with criteria for 

accreditation.” Inspections and certification of health establishments by the OHSC is 

a pre-requisite for all health establishments to be accredited and contracted with the 

NHI fund. 
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In addition to routine inspections, the OHSC would also need to conduct additional 

inspections for health establishments that did not comply with norms and standards 

during the routine inspections as well as health establishments identified through the 

early warning system. Additional inspections must be conducted within 12 months of 

issuing the final inspection report and compliance notice. Furthermore, the OHSC 

would be required to initiate inspections of specialised hospitals and establish systems 

for enhancing and enforcing compliance. In respect to the 2021/22 financial year 

budget allocation for inspections, it would be difficult, if not impossible, for the OHSC 

to conduct additional inspections. To prepare the health establishments for the NHI 

and expand inspections in the public and private sector, invariably, the OHSC would 

require more funds to accomplish the mentioned regulatory and compliance activities.  

It is against this background that an increase in the OHSC budget allocation is 

imperative to enable the implementation of the regulatory functions of the OHSC in the 

public and private sectors.   

 

To address the current resource constraints, the OHSC Board has considered 

alternative funding methods for inspections and other cost-effective approaches, 

however these might not be enough to expand the inspection coverage.  

 

 

_____________________________  
 
Dr E. KENOSHI 
OHSC BOARD CHAIRPERSON   
DATE:   
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Official Sign-off 
 

It is hereby certified that the OHSC Inspection Strategy:  

• Was developed by the Compliance Inspection Unit under the guidance of the 

OHSC management, CEO and Board; 
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1. Constitutional mandate  

 

Underpinning the entire health system are constitutional imperatives 

enshrined in the Bill of Rights. Specifically, section 27 of the Constitution 

guarantees everyone the right of access to healthcare services, including 

reproductive health services and emergency medical treatment. The 

Constitution further requires the state to take reasonable legislative and other 

measures, within its available resources, to achieve the progressive realisation 

of this right. 

 

The realisation of socio-economic rights has been tested multiple times by the 

Constitutional Court with regards to housing, social assistance, and health 

rights. In most of these decisions, the Constitutional Court examined the 

reasonableness of government measures in realising these socio-economic 

rights (James, 2012). Put differently, the Courts focused on whether the 

government had enough plans and policies in place to fulfil the obligations 

set out in the Bill of Rights. The 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 the 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. Section 41 of the 

Constitution requires all three spheres of government to work cooperatively to 

secure the wellbeing of the people of the Republic, and to preserve the peace, 

national unity and indivisibility of the Republic. This principle of cooperative 

governance 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. 

 

The national government is responsible for developing and monitoring policies, 

legislation and norms and standards for the health sector. Provincial 

governments can discharge their constitutional obligations by passing 
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provincial legislation in the area of health services but remain responsible for 

the implementation of national policy and legislation, while local government is 

responsible for municipal and environmental health functions. Section 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. 
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2. Legislative and policy mandates  

 

2.1 The National Health Act, 2003 (the Act)  

The Act reaffirms the constitutional rights of users to access health services 

and just administrative action. As a result, Section 18 allows any user of 

health services to lay a complaint about the way he or she was treated at 

a health establishment. The Act further obliges Members of the Executive 

Council (MECs) to establish procedures for dealing with complaints within 

their areas of jurisdiction. Complaints provide useful feedback on the areas 

within health establishments that do not comply with prescribed standards 

or pose a threat to the lives of users and staff alike. 

 

The Act provides the overarching legislative framework for a structured and 

uniform national healthcare system. It highlights the rights and 

responsibilities of healthcare providers and healthcare users and ensures 

broader community participation in healthcare delivery from a health facility 

level up to the national level. With respect to the sections now being 

amended, although never promulgated, the Act provided for the creation 

within the National Department of Health of an Office of Standards 

Compliance (OHSC) with provincial Inspectorate units. The OHSC as 

envisaged then would advise on health standards, carry out inspections, 

monitor compliance, report on non-compliance, issue or withdraw a 

certificate of compliance, advise on strategies to improve quality and 

included a Health Ombud.  

 

2.2 The National Health Amendment Act (2013)  

Chapter 10 of the National Health Act relating to the OHSC was repealed 

in its entirety (and other minor changes were enacted) through the 

promulgation 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 OHSC.      

 

The Objects of the Office are contemplated in the Act as:   
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To protect and promote the health and safety of users of health services by: 

1. Monitoring and enforcing compliance by health establishments with 

norms and standards prescribed by the Minister of Health in relation to 

the national health system; and 

2. Ensuring consideration, investigation and disposal of complaints relating 

to non-compliance with prescribed norms and standards in a procedurally 

fair, economical and expeditious manner. 

 

 In terms of the Act the OHSC must: 

• Advise the Minister of Health on matters relating to the determination 

of norms and standards to be prescribed for the national health system 

and the review of such norms; 

• Inspect and certify health establishments as compliant or issue a 

warning for non-compliance with prescribed norms and standards, or 

where appropriate and necessary, withdraw such certification; 

• Investigate complaints relating to the national health system; 

• Monitor indicators of risk as an early warning system relating to serious 

breaches of norms and standards and report any breaches to the Minister 

without delay; 

• Identify areas and make recommendations for intervention by a 

national or provincial department of health or a health department of a 

municipality, where necessary, to ensure compliance with prescribed 

norms and standards; 

• Recommend quality assurance and management systems for the 

national health system to the Minister for approval; 

• Keep records of all its activities; and 

• Advise the Minister on any matter referred to it by the Minister. 

 

  In addition, the OHSC may: 

• Issue guidelines for the benefit of health establishments on the 

implementation of prescribed norms and standards; 

• Publish any information relating to prescribed norms and standards 

through the media and, where appropriate, for specific communities; 
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• Collect or request any information relating to prescribed norms and 

standards from health establishments and users; 

• Liaise with any other regulatory authority and may, without limiting the 

generality of this power, require the necessary information from, 

exchange information with and receive information from any such 

authority in respect of (i) matters of common interest; or (ii) a specific 

complaint or investigation; and  

 

Negotiate cooperative agreements with any regulatory authority in order 

to: 

(i) coordinate and harmonise the exercise of jurisdiction over health 

norms and standards; and  

(ii) ensure the consistent application of the principles of this Act. 

 

2.3 The Protection of Personal Information Act (POPI) (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 therefore aims to bestow upon owners of personal information, certain 

rights of protection and the ability to exercise control over: 

• when and how to share information (this 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 the 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; 
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• who has access to personal information, i.e. there must be adequate 

measures and controls in place to track access and prevent 

unauthorized persons, even within the same company, from accessing 

your information; 

• how and where personal information is stored (there must be adequate 

measures and controls in place to safeguard personal information to 

protect it from theft, or being compromised); and 

• the integrity and continued accuracy of personal information (i.e. 

personal information must be captured correctly and once collected, the 

institution is responsible for its maintenance). 

 

2.4 Promotion of Access to Information Act  (PAIA) No. 2 of 2000 

Section 32(1)(a) of the Constitution of the Republic of South Africa Act, 

No. 108 of 1996 (hereinafter referred to as “the Constitution”) provides that 

everyone has a right of access to any information held by the state and 

any information held by another person that is required for the exercise or 

protection of any rights. PAIA gives all South Africans the right to have 

access to records held by the state, government institutions and private 

bodies. 

 

The following are the objectives the 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 which give effect to the right of access to 

information in a speedy, economical 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 private bodies;  

• to understand the functions and operation of public bodies; and  
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• the effective scrutiny and participation in decision making by public 

bodies where their rights are affected. 

 

2.5 Other Acts relevant to the delivery of health services  

The National Health Act as amended is supported by other Acts in the 

execution of its mandate. These include: 

 

Medical Schemes Act No. 131 of 

1998  

Provides for the regulation of the 

medical schemes industry to ensure 

consonance with national health 

objectives.  

  

Medicines and Related 

Substances Act No. 101 of 1965 

Provides for the registration of 

medicines and other medicinal 

products to ensure their safety, 

quality and efficacy. The Act also 

provides for transparency in the 

pricing of medicines. 

  

National Health Laboratory 

Service Act No. 37 of 2000  

Provides for a statutory body that 

provides laboratory services to the 

public health sector.  

  

Health Professions Act No. 56 of 

1974  

Provides for the regulation of health 

professions, in particular medical 

practitioners, dentists, psychologists, 

and other related health professions, 

including community service by 

these professionals.  

  

Pharmacy Act No. 53 of 1974  Provides for the regulation of the 

pharmacy profession, including 

community service by pharmacists.  
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Nursing Act No. 33 of 2005  Provides for the regulation of the 

nursing profession.  

  

Allied Health Professions Act No. 

63 of 1982  

Provides for the regulation of health 

practitioners such as chiropractors, 

homeopaths and others, and for the 

establishment of a council to regulate 

these professions.  

  

Dental Technicians Act No. 19 of 

1979  

Provides for the regulation of dental 

technicians and for the 

establishment of a council to regulate 

the profession.  

  

Hazardous Substances Act No. 15 

of 1973  

Provides for the control of hazardous 

substances, in particular those 

emitting radiation.  

  

Foodstuffs, Cosmetics and 

Disinfectants Act No. 54 of 1972  

Provides for the regulation of 

foodstuffs, cosmetics, and 

disinfectants, in particular, setting 

quality and safety standards for the 

sale, manufacturing, and importation 

thereof.  

  

Occupational Diseases in Mines 

and Works Act No. 78 of 1973  

Provides for medical examinations of 

persons suspected of having 

contracted occupational diseases, 

especially in mines, and for 

compensation in respect of those 

diseases.  
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2.6 Entity Specific Legislation applying to Health 

Establishments and the OHSC as relevant 

The following Acts of Parliament are pertinent to the OHSC mandate and 

administrative compliance functions and they include: 

 

Public Finance 

Management Act no 29 

of 1999 

 

 

Regulates financial management in the national 

government and provincial governments. 

Basic Conditions of 

Employment Act No. 75 

of 1997 

 

 

Provides for the minimum conditions of 

employment that employers must comply with in 

their workplaces.  

Occupational Health 

and Safety Act No. 85 

of 1993 

Provides for the requirements that employers 

must comply with in order to create a safe 

working environment for employees in the 

workplace.  

 

State Information 

Technology Act No. 88 

of 1998 

 

 

Provides for the creation and administration of 

an institution responsible for the State’s 

information technology system. 

Child Care Act No. 74 

of 1983 

Provides for the protection of the rights and well-

being of children.  

 

 

Public Service Act, 

(Proclamation 103 of 

1994) 

Provides for the administration of the public 

service in its national and provincial spheres, as 

well as for the powers of Ministers to hire and 

fire.  
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The following Acts of Parliament are pertinent to OHSC administrative 

compliance: 

• Promotion of Administrative Justice Act No. 3 of 2000 

• Labour Relations Act No. 66 of 1996 

• Compensation for Occupational Injuries and Diseases Act No. 130 

of 1993 

 

• Skills Development Act No. 97 of 1998 

• Preferential Procurement Policy Framework Act No. 5 of 2000 

• Employment Equity Act No. 55 of 1998 

• The Competition Act No. 89 of 1998 

• The Copyright Act No. 98 of 1998 

• The Patents Act No. 57 of 1978  

 

• Consumer Protection Act No 68 of 2008 
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3. Institutional Policies and Strategies over the five-year planning 

period  

3.1 National Policy on Quality (2007)  

A focus on quality assurance and quality improvement is not a new 

concept. A National Policy on Quality in Healthcare was initially 

developed for South Africa in 2001 and revised in 2007. The policy 

identifies mechanisms for improving the quality of healthcare in both 

public and private sectors. It highlights the need to focus capacity-

building efforts and quality initiatives on health professionals, 

communities, patients and the broader healthcare delivery system 

(National Department of Health). 

 

Hence, the objectives of the National Policy on Quality were to: 

• improve access to quality healthcare; 

• increase patients’ participation and the dignity afforded 

to them; 

• reduce underlying causes of illness, injury, and 

disability; 

• expand research on treatments specific to South African 

needs and on the evidence of effectiveness; 

• ensure the appropriate use of services; and 

• reduce errors in healthcare. 

 

3.2 Batho Pele and the Patient’s Rights Charter  

In addition to health-specific policies and legislation, Batho Pele 

principles govern all public services including healthcare delivery. 

Batho Pele, a Sotho translation for “People First”, is an initiative 

to get public servants to be service-oriented, to strive for excellence 

in service delivery, and to commit to continual service delivery 

improvement. Batho Pele sets out eight principles to enhance the 

delivery of public services (Republic of South Africa, 2007). These 



20 
 

include obligations on public agencies to: 

 

• Regularly consult with customers; 

• Set service standards; 

• Increase access to services; 

• Ensure higher levels of courtesy; 

• Provide more and better information about services; 

• Increase openness and transparency about services; 

• Remedy failures and mistakes; and 

• Give the best possible value for money. 

 

The specific commitment of the health sector to this basic policy of 

government was the development and promulgation of the “Patients’ 

Rights Charter” which is re-iterated in the National Core Standards. 

This specifies that the most critical rights of patients are to be 

respected and upheld, including the rights of access to basic care 

and to respectful, informed and dignified attention in an acceptable 

and hygienic environment. Patients should be empowered to make 

suitably informed decisions about their health, and to complain if 

they have not received decent care. The Patients’ Rights Charter 

specifies that the universal health rights of patients are to be 

respected and upheld, including the rights of access to healthcare 

by users and to be treated respectfully.   

 

3.3 National Health Insurance Bill, 2019 (NHI Bill) 

To address previous historical inequities and to ensure universal 

coverage for all South Africans, the government decided on National 

Health Insurance (NHI) as the means to transform the health system 

and grant all citizens access to good quality health services 

irrespective of their socio-economic status. NHI is based on the 

principles of universal coverage, right of access to basic health care 

and social solidarity. These principles are intertwined with the 

concept of equity. NHI as proposed by the National Department of 
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Health is not just a new financing mechanism for the health system 

but a system for ensuring solidarity in the delivery of good quality 

services, accessible to all South Africans. The National Health 

Insurance Bill (NHI Bill) provides for mandatory prepayment of 

healthcare services in the Republic in pursuance of Section 27 of the 

Constitution. It further establishes an NHI Fund and provides for its 

powers, functions and governance structures. The NHI Bill 

recognises the socio-economic injustices, imbalances and 

inequalities of the past, the need to heal the divisions of the past and 

the need to establish a society based on democratic values, social 

justice and fundamental human rights and to improve the life 

expectancy and the quality of life for all citizens. In relation to the 

OHSC, the NHI Bill provides that “the process of accreditation of 

healthcare providers will require that health establishments are 

inspected and certified by the OHSC”. This outlines the crucial role 

to be played by the OHSC concerning the implementation of NHI in 

the country. It is also key to note, however, that the importance of 

the OHSC lies not only in its role under the NHI. It must also play a 

role in the improvement of healthcare quality in South Africa as it 

relates to both private and public healthcare. 

  

3.4 National Development Plan (NDP) 

In June 2011 the National Planning Commission released its 

Diagnostic Report which set out South Africa’s achievements and 

shortcomings since 1994. It identified a failure to implement various 

policies and an absence of broad partnerships as the main reasons 

for slow progress, and set out nine primary challenges: 

• Too few people work; 

• The quality of school education for black people is poor; 

• Infrastructure is poorly located, inadequate and under-

maintained; 

• Spatial divides hobble inclusive development; 

• The economy is unsustainably resource intensive; 
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• The public health system cannot meet demand or sustain quality; 

• Public services are uneven and often of poor quality; 

• Corruption levels are high; and 

• South Africa remains a divided society. 

 

The National Development Plan (NDP) aims to eliminate poverty 

and reduce inequality by 2030. Chapter 10 of the NDP aims to 

achieve the following in health:  

• Average male and female life expectancy at birth increased to 

70 years because of progressive improvement in evidence 

based preventive and therapeutic intervention for HIV; 

• Progressively improve Tuberculosis (TB) prevention and cure; 

• Reduce maternal and child mortality; 

• Reduce the prevalence of non-communicable diseases; 

• Reduce injury, accidents and violence by 2030; 

• Primary health care provides care to families and communities; 

• Complete health system reforms; 

• Universal health coverage.  

 

The OHSC as an independent entity is mandated to promote quality 

by measuring, benchmarking and certifying actual performance 

against standards for quality. The OHSC will be responsible for 

ensuring that standards are met in every sphere and at every level. 

Specific focus will be on achieving common basic standards in the 

public and private sectors. 

 

3.5 Regulated Norms and Standards 

The norms and standards regulations applicable to different 

categories of health establishments were promulgated in February 

2018. The purpose of these regulations is to promote and protect the 

health and safety of users and health care personnel.  These norms 

and standards regulations are structured into 7 chapters which are 

the following: 
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Chapter 1 of the Regulations covers 1. Definitions, 2. Scope and 

application, 3. Purpose of the Regulations these areas are 

administrative component of the regulations, and chapter 2 -7 below 

covers the service delivery aspects and they are as follows: 

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  

Chapter 7 – General Provisions 

 

These regulations became into effect in February 2019 and are used 

to inspect and certify health establishments as compliant.  

 

3.6 Procedural Regulations pertaining to the Functioning of the 

Office of Health Standards Compliance and Handling of 

Complaints by the Ombud,   

The procedural regulations were promulgated by the Minister and 

published in the Gazette on 13 October 2016 to guide the exercise 

of powers conferred on the Office, the Board, the Chief Executive 

Officer, the Ombud and the Inspectors by the Amendment Act. The 

regulations elaborate on procedures and processes to be followed 

by the Office.  

 

Areas covered in these Regulations are:  

• Collection of information from Health Establishments (HEs) and 

the designation and duties of the Person in Charge.  

• Inspection strategy, indicating an approach to prioritising, 

scheduling and conduction of inspections as well as the 

resources for its implementation and its publication; 

• Inspectors and inspections including their appointment, 

training, experience and conduct and the inspection approach 
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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, enforcement process including formal 

hearing, revocation of certificate, fines or referral to prosecuting 

authority, appeals, and reporting;  

• Complaints handling, investigation and the resolution 

procedures, lodging of complaints, their screening, 

investigation and reporting, and time frames; and 

• General provisions regarding the prescribed forms to be used 

(listed in schedule 1). 

 

The procedural regulations are applicable to all categories of 

health establishments as per the NHA. 

 

While the regulations speak about a notice of inspection to be 

issued to the establishment, this is sent to the person in charge 

seven days before the inspection, allowing the health 

establishment opportunity to prepare for the inspection. 

Administrative justice provisions for the person in charge of a 

health establishment are ensured through the annual distribution 

of the inspection strategy indicating the proportion of health 

establishments to be inspected that year, without providing the 

names of such establishments and issuing notices of inspection 

seven days in advance.  
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PART B: OHSC STRATEGIC 

FOCUS  
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4. Vision  

 

Our vision is: “Consistent safe and quality healthcare for all.”  

 

 

5. Mission  

Our Mission is, “We monitor and enforce healthcare safety and quality standards in health 

establishments independently, impartially, fairly, and fearlessly on behalf of healthcare users.” 

 

 

6. Values  

Our values are informed by the South African Constitution: “Human dignity, accountability, 

transparency and integrity.  

“To protect and promote the health and safety of health services users” implies that 

we: 

• Act as the champion of the public and healthcare users to restore credibility and trust. 

• Respect healthcare users and their families as well as healthcare staff. 

• Push for effectiveness in achieving health system change and social impact. 
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7.1 Internal Environment Analysis  

The 2020/21 financial year commenced just few days after declaration of 

the state of disaster due to the COVID-19 pandemic, restricting the 

movements of people across the country. The Compliance Inspectorate 

unit was compelled to repurpose it functions to ensure that inspections 

work is not totally grounded. A rapid inspection tool was developed to 

inspect isolation and quarantine facilities in the provinces. The compliance 

inspectorate unit also conducted risk-based inspections, feedback 

sessions and testing of inspection electronic system during the quarter 1 

and 2 of 2020/21 financial year. Due to the regulations pertaining to the 

eight teams. Routine inspections commenced in the 3rd quarter of the 

2020/21 financial year which gave only two quarters to achieve the set 

target of inspecting 382 health establishments. 

  

7.2 External Environment Analysis  

The Compliance Inspectorate Unit whilst implementing the promulgated 

norms and standards may encounter some difficulties when conducting 

the inspections such as real or perceived undue interference from 

stakeholders and resistance from establishments or authorities not 

willing to comply. Concurrent powers and regulatory overlaps with other 

regulators might also have an impact. High public expectations of the 

Compliance Inspectorate Unit in the OHSC to cover all health 

establishments might not be achieved due to resource availability.  

The Covid-19 pandemic is a public health emergency that was not 

foreseen and has impacted in the conducting of routine inspections. 

During the initial intense stage of the pandemic and the lockdown period, 

inspections were halted to adhere to the regulations which restricted 

movements as there were no means of travelling to the provinces to 

conduct inspections. During this period, the OHSC adapted its 
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inspections approach and developed tools developing tools with more 

focus in infection prevention and control in order to assist the healthcare 

sector and country in responding to the Covid-19 emergency. The OHSC 

conducted inspections in all field hospitals which were dedicated sites 

for Covid-19 cases and risk based inspections as determined by alerts 

received through the early warning system. The field hospital 

assessments were meant to assist provinces to be better prepared for 

Covid-19 management and to ascertain that even during a pandemic 

situation the quality of care and safety of the users is not compromised. 
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PART C: MEASURING OHSC 

COMPLIANCE UNIT PERFORMANCE  
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7. Compliance Inspectorate Unit Performance Indicators  

 

8.1  Impact Statement 

Impact statement  Safe and quality health care services.  

 

 

8.2  Outcomes and Indicators 

Outcome  Outputs  Output indicators Annual target 

Compliance with 
norms and 
standards is 
effectively 
monitored 
 
 

Health 

establishments are 

inspected for 

compliance with the 

norms and standards 

Percentage of public 

health establishments 

inspected for 

compliance with the 

norms and standards 

8% (299 of 

3741) 

 

Percentage of private 

health establishments 

inspected for 

compliance with the 

norms and standards 

6% (24 of 431) 

 

Additional inspection 

is conducted in 

health 

establishments 

where non-

compliance was 

identified 

Percentage of 
additional inspection 
(re-inspection) 
conducted in public 
and private health 
establishments that 
have completed the 
regulated reporting 
period where non-
compliance was 
identified from April to 
October. 

100% 

Regulated inspection 

reports are published 

 

 

Publish bi-annual 

consolidated reports 

on health 

establishments 

performance against 

the norms and 

standards 

2 
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8.3  Public and Private Sectors Inspections  

 

The target for 2021/22 financial year for public sector routine inspections 

coverage is 299 of 3741 (8 %) health establishments across provinces 

and facility type/category.  Of the total 299 health establishments, 251 

will be clinics, 26 hospitals and 22 Community Health Centres (CHCs), 

as illustrated in Table 9.1. 

 

The target for 2021/22 financial year for private sector routine 

inspections coverage is 26 of 431 (6%) across private hospitals groups 

as illustrated in Table 9.2. 

 

8.4    Sampling of Health Establishments 

 

In view of the current resource constraints, the sampling strategy for 

inspections will take into consideration the distance between the health 

establishments, allocated budget, time, and number of inspectors 

available. 

A convenient sampling methodology will be used where a target of 8% 

will be applied in provinces in accordance with the type of health 

establishments as shown in tables 9.1 and 9.2. The location of health 

establishments in sub-districts and districts shall be considered in the 

selection of health establishments to maximise efficiency in the use of 

the limited inspection resources. 

 

Table 9.1: Coverage of health establishments in public sector per province for 

the 2021/22 financial year  

 
Public 
Sector  

EC  FS  GP  KZN  LP  MP  NW  NC  WC  TOTAL 

Clinics  58 17 26 48 37 19 21 10 15 251 

CHC  3 1 3 2 2 5 1 4 1 22 

Hospitals 6 2 2 4 3 2 2 2 3 26 

Total  67 20 31 54 42 26 24 16 19 299 
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Table 9.2:  Coverage of private sector health establishments for financial year 

2021/22 

Total number of private care health establishments 

per hospital group  

Inspection Coverage 

per hospital group 

Mediclinic 53 3 

Intercare  22 1 

Netcare 68 4 

Life Healthcare 57 3 

Clinix 6 1 

National Hospital Network 225 14 

Total  431 26 

 

 

8.5     Number of Private health establishments on the OHSC Registry 

The OHSC has developed a registry for health establishments in consultation 

with the provinces and private health groups to ensure that the list of health 

establishments is updated regularly and reflects the correct number of health 

establishments. The purpose of the registry is to assist the OHSC in developing 

the inspection strategy to ensure a fair representation of all health 

establishments as well the different categories of health establishments when 

sampling for inspections. The changes in the number of health establishments 

are noted and updated on the registry to reflect the correct number.  Currently, 

the health establishment registry has 431 private health establishments as 

updated in line with the information received by 4 February 2020.  

 

The number of health establishments on the registry will not always align with 

the number of private health establishments in the Inspection Strategy as 

informed by the OHSC Annual Performance Plan to determine the target of 

private health establishments to be inspected in each financial year. 

 

The information on the number of health establishments received after the 

submission of the Annual Performance Plan and finalisation of the inspection 

strategy will not be included in the current inspection strategy but updated to 

inform the denominator in the following year. 
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Table 9.3 below depicts the quarterly breakdown targets of inspections 

envisaged to be achieved against the annual target. A total of 299 health 

establishments will be inspected in the public and 26 in private sectors for 

2021/22 financial year. 

 

Table 9.3: Compliance Inspectorate Unit indicators’ quarterly targets  

Indicator Reporting 
Period 

Annual 
Target 

Quarterly Targets 

1st 2nd 3rd 4th 

Percentage of public sector 
health establishment inspected 
annually by the OHSC  
 

Quarterly 8% 
(299 of 
3741) 

3.7% 
(135 
of 
3741) 

4.6% 
(150 

of 
3741) 

0.53% 
(14 of 
3741) 

0% 
 

Percentage of private sector 
health establishment inspected 
annually by the OHSC 

Quarterly 6% 
(26 of 
431) 

0% 0% 0% 
 

6% 
(26 of 
431) 

Percentage of additional 

inspection (re-inspection) 

conducted in public and 

private health establishments 

that have completed the 

regulated reporting period 

where non-compliance was 

identified from April to 

October. 

Bi-
Annually 

  100%  100% 

Number of reports on 
inspections conducted, 
remedial recommendations 
issued and compliance status 
of health establishments 

Bi-
Annually 

  1  1 

 

 

Table 9.4 below indicates a summary of all inspections to be conducted by the OHSC 

in both the public and private health establishments for the Financial Year 2020/21. 

 

Table 9.4: Overall breakdown for public and private HE’s Financial Year 

2020/21 

Type of HE Total 
number of HE 

Total number 
of HEs 

Number of HE to 
be inspected 

Percentage 
Coverage 

Public  3 741 337 8% 

Private  431 26 6% 
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9.1. Composition of the Compliance Inspectorate Unit  

The Compliance Inspectorate is headed by an Executive Manager and currently 

uses a team-based approach to conduct inspections with the team consisting 

of 1 Team Leader, four inspectors and one Administrator Officer. The functions 

performed within the Compliance Inspectorate Unit are to protect and promote 

the health and safety of users of health services by monitoring and enforcing 

compliance with prescribed norms and standards by health establishments 

through conducting inspections.  
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10. Types of inspections 

10  

11  

10.1   Routine Inspections  

Every health establishment to be inspected once in four years according to the 

National Health Act 61 of 2003 as amended.  

10.2.   Additional Inspections  

Additional inspections are inspections conducted to monitor whether breaches 

identified during the routine inspections have been remedied. In terms of the 

Regulations, an inspector may, at any time, subject to section 82(1) of the Act, 

conduct an additional inspection, if 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, based on the 

indicators of risk; or  

(d) The Ombud findings demonstrate that continued exposure to the 

healthcare services provided by health establishments may pose a 

severe risk to users or health care personnel.  

10.3.   Risk-based Inspections 

These inspections are triggered by the EWS and Ombud findings as per 

procedural regulation (5)(2)(b).  

10.4.  Inspection Process  

 

10.4.1. Distribution and circulation of the inspection schedule  

The Executive Manager: Compliance Inspectorate will schedule inspections 

and forward the inspection schedule to the Director: Compliance Inspectorate 

who will circulate the schedule to inspection team leaders and other relevant 

stakeholders. 
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10.4.2. The inspectorate team leaders will: 

(a) Arrange the pre-inspection planning meeting; 

(b) Delegate the responsible inspector to assist with inspection planning.  

(c) Allocate tasks to team members to fulfil the pre-inspection planning;  

(d) Analyse the annual returns from health establishments; 

(e)  Monitor media alerts and complaints against the relevant health 

establishment;  

(f)  Check early warning system to identify areas of risk related to the health 

establishment to be inspected as well as the area;   

(g) Identify the terrain in the areas to be inspected, note the distances to 

be travelled and identify the suitable mode of transport;  

(h) Assign functional areas to be inspected to each inspector; and  

(i) Allocate the Admin Officer to prepare all assessment tools in order of 

functional areas with the relevant checklist and give to the respective 

inspectors. 

 

10.4.3. The inspectors will prepare a notice of inspection to the health

 establishment. The notice will include, at a minimum, the following

 information: 

I. the purpose of the inspection;  

II. the date of the inspection; 

III. the estimated duration; 

IV. the inspection plan referred to in sub-regulation 12(4); 

V. the number of authorised personnel expected to take part in the 

inspection; 

VI. the contact details of the inspector primarily responsible for the 

inspection; and 

VII. the responsibilities of the health establishment.  
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11.1 10.5.    Notice of Inspection 

(a) An inspector will, at any time, before commencing with an inspection 

contemplated in section 82 of the Act, issue a notice of inspection to the 

health establishment. The notice of inspection will be issued at least 

seven days before the date of the inspection. 

(b) The notice of inspection referred to in sub-regulation (1), will be signed 

by the Chief Executive Officer or her delegate. 

(c) In terms of regulation 13(4) of the Procedural Regulations Pertaining to 

the Functioning of the Office of Health Standards Compliance and 

Handling of Complaints by the Ombud, the Office may, if it has 

reasonable grounds to believe 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.  

The notices will include, at a minimum, the following information: 

(i) the purpose of the inspection;  

(ii) the date of the inspection; 

(iii) the estimated duration; 

(iv) the inspection plan referred to in sub-regulation 12(4); 

(v) the number of authorised personnel expected to take part in the 

  inspection; 

(vi) the contact details of the inspector primarily responsible for the  

  inspection; and 

(vii)         the responsibilities of the health establishment. 

 

 10.6. Conducting an inspection at a health establishment 

Upon arrival at the premises in a health establishment, the inspector will 

identify himself / herself to the person in charge by presenting: 

(a) certificate of appointment as an inspector, issued in terms of 

section 80(3) of the Act; and 

(b) 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. 
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(c) explain the purpose of inspection to the managers in relation to the 

National Health Act as Amended, Act 12 of 2013 and its procedural 

regulations. 

(d) describe the inspection methodology and process to be followed; 

(e) allow the health establishment to present a facility overview, and 

(f) the health establishment should ensure that staff is available to 

assist during the inspections and the working space should be 

provided. 

Upon finishing the identification process by the inspector to the person in 

charge, the inspection process will commence, and the inspector will present 

himself or herself to the relevant functional area for inspecting:  

(a) Inspectors will introduce themselves in every unit and inform the unit 

manager about the inspection process;  

(b) The inspection process will not interrupt service delivery;   

(c) Standardised inspection questionnaires and checklists are used;    

(d) The inspector will score the inspection tool by allocating 1 for 

compliant and 0 for non-compliant against the prescribed 

questionnaires and checklists;  

(e) Not applicable (N/A) findings are to be made only if the facility does 

not provide that service once it has been determined that it is not part 

of the health establishment package of services; and 

(f) Where N/A or non-compliant is scored, the inspector MUST enter a 

comment. No N/A or non-compliant entry shall be acceptable without 

a comment.  

 

10.7.  Inspection methodology 

The methodologies utilised for the collection of data during are:  

(a) Observations; 

(b) Document review; 

(c) Patients record analysis; 

(d) Staff interviews; and 

(e) Collection of evidence (where necessary) 
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Verbal consent needs to be obtained from the users and health care 

personnel that will be interviewed.  

 

Relevant information, documents, records, objects and materials 

as produced should be reviewed and analysed for inspection 

purposes, to establish compliance as required in regulation 14(4)]. 

 

Timeframes for inspections for different types of health establishments 

(a) Clinic – full day. 

(b) CHC – full day. 

(c) Hospitals – three to five days depending on the size of the health 

establishment. 
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st inspection processes 

11.1 Inspection data verification and validation 

The internal processes of inspection findings quality control include team 

leader validation, peer review and review by the internal quality control 

committee: 

 

11.1.1 Teams Inspection findings validations 

(a) The team leader and team of inspectors verify the inspection 

findings submitted and validate the correctness of the data and 

the quality of the reports. 

(b) The Director: Compliance Inspectorate reviews the quality of the 

reports and correctness of data.  

 

11.1.2  Post inspection peer review   

(a) Peer review is conducted by the inspectorate unit post 

inspections. 

(b) Inspection findings are reviewed by an internal peer review team 

before issuing the preliminary report to health establishments.                   

(c) Peer reviews are conducted one-week post inspections in 

accordance with the programme determined by the OHSC 

Inspectorate Director / Executive Manager.  

(d) The methods are employed to maintain standards, improve 

performance and provide credibility. 

 

 

11.1.3 Internal Quality Review Committee (IQRC)  

(a)  Reports will also be reviewed by Internal Quality Review Committee 

(IQRC) before issuing preliminary reports and; 

(b)  Final reports will be reviewed by External Panel Members   
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11.2 Issuing of reports 

The preliminary reports will be issued to the person in charge of a   

health establishment in writing within 20 days post inspection.  

 

The preliminary reports will:  

• identify the main areas of non-compliance with norms and 

standards; 

• set out the consequences of non-compliance as contemplated 

in section 82A (2) and (4) of the Act; and  

• set out the steps that must be undertaken to achieve 

compliance and timeframes for corrective action.  

 

The inspector will give the person in charge not more than 20 working 

days to respond to the preliminary findings in writing.   

 

The inspector shall consider such a response and issue a final report 

to the person in charge within 20 days of receipt of the response. 

After issuing a final report contemplated in sub-regulation 8, the 

inspector may recommend to the Office the issuing of a compliance 

certificate to the health establishment, in terms of regulation 18(2); or 

(b)  will 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.  

11.3 Publishing of reports   

 
The Compliance Inspectorate unit is required to publish the following:  

  
a) inspections conducted, with the names and location of the health 

establishments 

b) the recommendations made to the relevant authorities in terms of section 

79(1)(e).  

 

c) On an annual basis, publish on the OHSC public website and any other 

appropriate publication platform, a report which‒ 
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(i) sets out the compliance status of all health establishments; and 

(ii) summarizes the number and nature of the compliance notices 

issued.  
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12 Costs for the implementation of the inspection strategy 
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