[image: C:\Users\user\Documents\Branding and Advertising\Final Templates\Logo\OHSC Hi-res Logo.jpg]




STAKEHOLDER INPUT TEMPLATE
Draft 1.1: Review of the 2018 Norms and Standards Regulations

1. PURPOSE
The Office of Health Standards Compliance (OHSC) working together with a national technical working group is undertaking a review of the 2018 Norms and Standards Regulations. The primary objective of the review is to strengthen the regulatory framework by addressing identified gaps and limitations, ensuring that the norms and standards are robust, risk-informed, and responsive to the evolving healthcare environment. Particular emphasis is being placed on enhancing the comprehensiveness and applicability of the regulations across a wider range of health establishment categories including measurement of health outcomes. This will enable the development of standardised, risk-based inspection tools that can be applied consistently across services, reducing fragmentation and regulatory duplication.
Draft 1.1 of the revised norms and standards has been developed for consultation with sector stakeholders. Stakeholders are invited to provide comments and recommendations on the proposed standards.
This template is designed for stakeholders to submit written comments during and after participating in a consultation session or when they were unable to attend and/or wish to provide additional comments.


2. STAKEHOLDER DETAILS
Name of organisation/institution: 
Name of person submitting comments:
Position/designation (optional):
Stakeholder category (tick or mark with an X where applicable):
☐ Health professional
☐ Health establishment
☐ Professional body/association
☐ Community/patient representative
☐ Civil society organisation
☐ Academic / research institution
☐ National Department of Health
☐ Provincial Department of Health
☐ District Health Management Team
☐ Regulatory authority
☐ Trade union
☐ Traditional leadership
☐ Other: _________________________________________________
Contact details:
Telephone: __________________________________________________
Email: _____________________________________________________


3. COMMENTS ON DRAFT 1.1
This section contains a combination of the norms and standards regulations applicable to different categories of health establishments which were promulgated on 02 February 2018,as well as the reviews and additions that have been proposed by the National Technical Working Group. In column 1 is the draft 1.1 standards which must be reviewed, comments or input must be made in columns 2 and 3.
	Column 1
	Column 2
	Column 3

	Draft 1.1 Norms and Standards Regulations
	Comment / Issue Raised
	Proposed Change / Recommendation

	CHAPTER 1: DEFINITIONS, SCOPE AND APPLICATION, PURPOSE 
1. Definitions (will be added)
2. Scope and Application
 These Regulations apply to all health establishments to the extent indicated in these Regulations and related inspection tools.
3. Purpose of Regulations
The purpose of these Regulations is to promote, protect the health and safety of users and health care personnel and to monitor health outcomes.
	
	

	CHAPTER 2: USER RIGHTS
	
	

	Regulation title: 4 Information for users 
[bookmark: _Hlk222319444]Regulation Statement: 4 (1) The health establishment must provide users with information about the health care services available and information about accessing those services.
[bookmark: _Hlk222319510]Sub-Regulation: (2) For the purposes of sub-regulation a (1), a health establishment must-
(a) provide users with information relating to- 
(i) the health care services provided; 
(ii) service operating times ;
(iii) visiting hours ; 
(iv) patients’ rights and responsibilities;
(b) provide users with information on any applicable fees for healthcare services, prior to commencement of the provision of healthcare services;
(c) display the applicable operation licence or permit; compliance certificate from the 
Office of Health Standards Compliance and  the accreditation status by the National Health insurance Fund; and
(d) provide users with information regarding the National Health Insurance Fund.
	
	

	Regulation title: 5 Dignity of users 
Regulation Statement: 5(1). The health establishment must provide services in a manner that is respectful, dignified and protect the rights of users.
Sub-regulation statement: (2) For the purposes of sub-regulation (1), a health establishment must-
(a) have policies and practices that promote and respect user dignity, privacy, confidentiality, informed consent, and equitable access to care, aligned with applicable constitutional and legal provisions; 
(b) provide services in a manner that :
(i) respects the dignity, rights, cultural values, and emotional needs of users and their families;
(ii) supports informed choice through the provision of information and involvement in decision-making;
(iii) minimises the risk of harm to users;
(c) respects the physical, visual, auditory and personal privacy of users; and
(d) provide care in an environment that is safe, appropriate, and conducive to the health and physical needs of users.
	
	

	Regulation title: 6 Waiting times
Regulation Statement: 6 (1) The health establishment must reduce the delays experienced by users in accessing and receiving health care services.
Sub-Regulation: (2) For the purposes of sub-regulation (1), the health establishment must─
(a) establish systems to monitor waiting times against norms set by the relevant authority or targets set by the health establishment, as the case may be;
(b) implement activities to reduce waiting times; 
(c) inform the users about  the waiting times for services; and
(d) establish systems to monitor, report and manage Emergency Medical Services response time performance.
	
	

	Regulation title: 7 Waiting period
Regulation Statement: 7 (1). The health establishment must  provide users with access to healthcare services within defined timeframes, based on clinical urgency, service capacity, and the level of care provided. 
Sub-regulation statement: (2) For the purposes of sub-regulation (1), a health establishment  must-
(a) determine and monitor waiting periods for services provided by the health establishment, as applicable to its level of care and scope of services;
[bookmark: _Hlk222320906](i) Outpatient Department consultations or Specialist referrals;
(ii) elective procedures; 
(iii) admissions (including Forensic Observation in Specialised Psychiatric Hospitals);
(iv) access to specialised or super-specialty services such as oncology, renal services;
(v) monitor waiting periods for  accessing assistive devices;
(b) implement systems to  reduce the waiting periods for services.

	
	

	Regulation title: 8 Access to care 
Regulation Statement: 8 (1) The health establishment must have signage to facilitate user access and guide users to different areas within the health establishment.
Sub-Regulation: (2) For the purposes of sub-regulation a (1), a health establishment must-
(a) have directional signage to guide users; and 
(b) provide information in a manner that is accessible  for users with hearing and visual impairments.

Regulation Statement: 8 (3). The health establishment must prioritise, assess, and attend to users in accordance with the nature, urgency, and severity of their health condition.
Sub-regulation statement: (4) For the purposes of sub-regulation (3), a health establishment must as applicable to its level of care and scope of services-
(a) develop, implement and maintain a  system for triage  and prioritization of users based on clinical urgency;
(b) ensure triage of users is conducted by a trained healthcare provider; 
(c) stabilise users presenting in emergency within its capability before transferring user to another health establishment;
(d) provide safe, timely and co-ordinated  inter-facility transfer of users requiring  transport; and
(e) where required, ensure that users in critical condition are accompanied by a trained health care provider during transfer.
	
	

	Regulation Title: 9 Integrated Care Pathways and Referrals
Regulation Statement: 9 (1 ).The health establishment must maintain co-ordinated, integrated care through referral and transfer pathways and collaboration with other levels and providers of care.
Sub-regulation statements: (2) For the purposes of sub-regulation (1), a health establishment must as applicable to its level of care and scope of services-
(a) develop and maintain referral pathways aligned with national, provincial policies and the local healthcare context; 
(b) define and communicate the referral criteria to relevant healthcare providers;
(c) keep and maintain a referral register;
(d) keep a copy of the referral document;
(e) provide feedback to the referring health establishment; and
(f) periodically review referral processes to support continuity of care or monitor the implementation of the referral system.
Regulation Statement: 9 (3). The health establishment must support and co-ordinate care for  vulnerable users  and users with chronic conditions.
Sub-Regulation statements: (4) For the purposes of sub-regulation (3), a health establishment must as applicable to its level of care-
(a) identify users with complex chronic conditions, disabilities or social vulnerabilities who may require additional support; and
(b) have a systems in place to support the users with complex chronic care.
	
	

	CHAPTER 3: CLINICAL GOVERNANCE AND CLINICAL CARE
	
	

	 Regulation title: 10 User Health Records Management 
Regulation statement: 10 (1) The health establishment must protect, manage and keep confidential health records of health care users in line with section 14, 15 and 17 of the National Health Act.
Sub-regulation statements: (2) For the purposes of sub-regulation (1), the health establishment, must- 
(a) implement a system for health record creation, filing, retrieval, tracking, storage, archiving and disposal which complies with the applicable law, policies and procedures;
(b) ensure confidentiality of health records in terms of applicable legislation; 
(c) ensure no person discloses confidential information, unless; 
(i) the user or legal guardian or power of attorney agent (POA)  consents to that disclosure in writing; 
(ii) a court order or any law requires that disclosure; or 
(iii) non-disclosure of the information represents a serious threat to public health;
(d) secure health records with security control measures in accordance with the Protection of Personal Information Act. 2013 (Act No. 4 of 2013); and other applicable data protection legislation; and
(e) have documented systems to facilitate user access to  health records.
	
	

	Regulation statement: 10 (3) The health establishment must create and maintain a health record for each user under their care in accordance with the requirements of section 13 of the National Health Act and professional standards.
Sub-regulation statements: (4) For the purposes of sub-regulation (3), a health establishment must-
(a) record the biographical data of the user and  contact information of the user and next of kin;
[bookmark: _Hlk223526555](b) ensure that health care providers record information relating to the history, examination, investigation, ,diagnosis and health care interventions of users; and
(c) ensure that entries in the health record are dated, timed, clear and attributable to the healthcare provider making the entry.
	
	

	Regulation statement: 10 (5) The health establishment must have systems to manage instructions for the notification, registration of deaths and still births  is in line with the  Births and Deaths Registration Act  51 of 1992 (as amended).
Sub-regulation statements: (6) For the purposes of sub-regulation (5), a health establishment must-
(a) have a documented process for completion of  natural death; unnatural death  and still birth notification/registration;
(b) complete the applicable Department of Home Affairs death notification, registration forms within the applicable timeframes;
(c) have mechanisms to manage, monitor and control issuing of death notification, registration documents to family and or relatives or other relevant stakeholders; and
(d) conduct training for persons responsible for completing notification, registration of death documents.
	
	

	Regulation title: 11 Clinical Care Process and Management
Regulation Statement: 11 (1) The health establishment must  implement and sustain clinical management systems, structures, and procedures that operationalise national health policies and guidelines to improve the quality, safety, and effectiveness of clinical care. 
Sub-regulation statements: (2) For the purpose of sub-regulation (1) a health establishment must-
(a) have national department of health clinical guidelines and /or current evidence-based clinical guidelines;
(b) develop protocols for clinical management of users (treatment plans, referrals, transfers);
(c) have a system to communicate clinical guidelines to health care personnel;
(d) conduct clinical record audit; and
(e) have mechanisms and  systems in place for users to communicate with healthcare personnel where urgent care/assistance is required.
	
	

	Regulation statement: 11 (3) The health establishment must develop, implement and maintain processes proportionate to the level of care and scope of services to assess, protect and clinically manage users who are at high risk.
Sub-regulation statements: (4) For the purpose of sub-regulation (3) a health establishment must-
(a) implement procedures and processes for management and monitoring of emergency resuscitations to improve user outcomes;
(b) protect users undergoing high risk procedures by:
(i) ensuring safety checks are done before, during and after surgery;
(ii) guiding the safe execution of invasive procedures;
(iii) guiding the safe administration of medication and safe injection practices;
(c) protecting users and health care personnel against ionising radiation exposure;
(e) having systems to facilitate user identification; and
(g) standardising user handover to advance safety and facilitate continuity of care.
	
	

	Regulation Statement: 11 (5) The health establishments must conduct mortality audits to evaluate the quality of healthcare provided and use data to prevent future avoidable harm.
Sub-regulation statement: (6) For the purpose of this sub-regulation (5), a health establishment must:
(a) establish and implement a mortality audit system as part of its clinical governance programme;
(b) conduct mortality audit which must be initiated within timeframes determined by the clinical governance protocols;
(c) the mortality audit must:
(i) review clinical management of user,
(ii) identify factors contributing to death, 
(iii) formulate corrective and preventive actions and assign responsibility and timelines for implementation of such actions, and 
(iv) report incidents to the relevant structure.
	
	

	Regulation title: 12 Clinical Accountability and Leadership
Regulation Statement: 12 (1) The health establishment must establish and maintain systems, structures and programmes to promote clinical accountability and leadership to safeguard the quality and safety of the health care services provided by the establishment.
[bookmark: _Hlk223607189]Sub-regulation statements: (2) For the purpose of sub-regulation (1) a health establishment must-
(a) have a functional multidisciplinary  leadership structure responsible for overseeing quality of care and user safety;
(b) assign responsibility for co-ordination of  quality improvement to a member of the  leadership structure;
(c) monitor implementation of the clinical guidelines and clinical processes;
(d) ensure the clinical leadership structure establishes and maintains a quality improvement programme that ─
(i) analyses, monitors and acts upon quality and user safety data;
(ii) establish, monitor and  implement an antimicrobial stewardship programme; 
(iii) oversee the selection, prescribing, dispensing, administration and use of medicines as part of a pharmaceutical and therapeutics programme;
(e) develop and monitor the implementation of  quality improvement plans; 
(f) making publicly available the outcomes of the quality improvement outcomes;
(g) implement a formal supervision programme for health care providers;
(h) conduct self-assessment; and
(i) establish and implement an outreach programmes.
	
	

	Regulation title: 13 Clinical Risk Management
Regulation statement: 13 (1) The health establishment must maintain a system for identifying, minimising and mitigating clinical risks to the health and safety of users and healthcare personnel. 
Sub-regulation statements: (2) For the purpose of sub-regulation (1) a health establishment must-
(a) have systems and processes to conduct and analyse clinical risks;
(b) conduct risk assessment on vulnerable users to identify and mitigate clinical risk;
(c) implement a risk management programme and control measures proportionate to the services provided that address:
(i) emergency care and resuscitation preparedness; 
(ii) Infection prevention and control and healthcare-associated infection; 
(iii)  safe clinical procedures relevant to the services provided;
(iv) safe prescribing and medicines management, including the prevention and management of medication errors and adverse drug reactions;
(d) provide  training on clinical risk management; and
(e) have procedures  to authorise and monitor research projects involving healthcare users and healthcare personnel. 
	
	

	Regulation statement: 13 (3) The health establishment must have a formal process to be followed when obtaining informed consent in accordance with Chapter 2 of the National Health Act (Section 7).
Sub-regulation statements: (4) For the purposes of sub-regulation (3), a health establishment must-
(a) have a documented procedure for obtaining informed consent from the user or legal guardian or power of attorney agent (POA) by healthcare providers;
(b) ensure that informed consent obtained by the health care provider for specified procedure is filed in the user health record held in the health establishment where the procedure is being performed;
(c) ensure that confidential information or user-identifiable data is not divulged without prior consent of the user or their legal representative as per legislation.
	
	

	Regulation statement: 13 (5) The healthcare provider must issue a discharge report to users in the health establishment in accordance with section 10 of the National Health Act.
Sub-regulation statements: (6) For the purposes of sub-regulation (5), a health establishment must ensure that the healthcare provider-
(a) issues  a discharge report to the user at the time of discharge or completion of care; 
(b) documents the relevant clinical information, diagnosis, management, and follow-up instructions in the discharge report;
(c) retains a copy of the discharge report in the user health record; and
(d) provides a discharge report to the user.
	
	

	Regulation title: 14 Complaints, Compliments and Suggestions  Management; Patient Experience of Care and Patient Safety Incidents.
Regulation Statement: 14 (1) The health establishment must monitor  complaints, compliments and suggestions to identify recurring safety risks, improve the quality of patient care, and rebuild institutional trust .
Sub-regulation statements: (2) For the purpose of sub-regulation (1) a health establishment must-
(a) develop, implement and maintain systems to manage complaints, compliments and suggestions in line with National or health establishment guidelines as the case may be; and
(b) provide users with information relating to complaints, compliments and suggestions.
	
	

	Regulation Statement: 14 (3) The health establishment must conduct user experience of care surveys in order to drive better clinical outcomes, uncover hidden safety risks, and ensure equitable, high-quality care.
Sub-regulation statements: (4) For the purpose of sub-regulation (3) a health establishment must-
(a) develop, implement and maintain systems to manage patient experience of care surveys in line with National or health establishment guidelines as the case may be; and
(b) visibly display the results of user experience of care surveys conducted within the past twelve months.
	
	

	Regulation Statement: 14 (5) The health establishment must monitor and manage patient safety incidents to learn from the incidents, prevent recurring harm, and use data to continuously improve the quality of healthcare.
Sub-regulation statements: (6) For the purpose of sub-regulation (5) a health establishment must-
(a) develop, implement and maintain systems to identify, investigate and  analyse patient safety incidents in line with National or health establishment guidelines; and
(b) manage and  report patient safety incidents to the relevant authority.
	
	

	Regulation title: 15 Infection Prevention and Control Programme 
Regulation Statement: 15 (1) The health establishment must maintain an environment, which minimises the risk of disease outbreak, the transmission of infection to users, health care personnel and visitors. 
Sub-regulation statements: (2) For the purposes of sub-regulation (1), a health establishment must-
(a) implement  an Infection Prevention and Control Programme;
(b) have a designated Infection Prevention and Control structure with documented roles and responsibilities;
(c) establish and implement a formal surveillance and reporting system to identify,
track and manage health care associated infections, notifiable diseases/conditions and antimicrobial resistance;
(d) develop, implement and monitor a hand hygiene programme;
(e) provide hand hygiene consumables and equipment  in service areas;
(f) implement standard precautions, transmission-based precautions and contact precautions;
(g) train healthcare personnel and users on infection prevention and control practices;
(h) provide personal protective equipment and facilitate provision of prophylactic immunisations or post exposure prophylaxis;
(i) have a feed preparation area/milk kitchen that complies with infection prevention and control requirements.
	
	

	Regulation Statement: 15 (3) The health establishment must provide the required facilities, equipment and supplies to facilitate the prevention of transmission of infection to users, health care personnel and visitors.
Sub-regulation statements: (4) For the purposes of sub-regulation (3), a health establishment must-
(a) provide isolation facilities (rooms or cubicles) with suitable ventilation for accommodating users with contagious/transmissible infections.
	
	

	Regulation title: 16 Waste Management 
[bookmark: _Hlk224205186]Regulation Statement: 16 (1) The health establishment must ensure that healthcare risk waste and health care general waste is handled, stored and disposed in accordance with the relevant legislation so as not  to pose a risk, hazard or danger to human health and the environment.
[bookmark: _Hlk224205217]Sub-regulation statements: (2) For the purposes of sub-regulation (1), the health establishment must-
(a) establish healthcare waste management team or committee and appoint or designate healthcare waste officers;
(b) where it is classified as a major generator of health care waste, develop and implement a health care waste management plan;
(c) implement procedures for identification, classification, segregation and minimization of health care waste;
(d) have appropriate waste containers at the point of waste generation; 
(e) establish and maintain intermediate and central storage areas for health care risk waste storage;
(f) establish and maintain storage areas for general health care waste;
(g) implement procedures for collection, handling, packaging/storage, labelling/recording, transportation and /destruction/disposal of health care waste and health care general waste;
(i) implement security measures to protect and safeguard anatomical waste;
(k) implement procedures for safe disposal of sharps;
(l) monitor the performance of the health care risk waste and health care general waste removal services; and
(I) have procedures for safe management and disposal of radioactive and hazardous waste which is aligned to applicable legislation.
	
	

	CHAPTER 4: HEALTH OUTCOMES MEASUREMENT AND LEARNING SYSTEMS
	
	

	Regulation title: 17  Health Outcomes Monitoring and Reporting
Regulation Statement: 17 (1) The health establishment must systematically monitor, analyse and report clinical outcomes for its level of care in accordance with national priorities as part of the health system performance measurement.
Sub-regulation statements: (2) For the purposes of sub-regulation (1), the health establishment must-
(a) have a framework that guides monitoring of health outcome indicators, data sources, and review cycles;
(b) develop and implement systems and mechanisms for monitoring, analysing and reporting health outcomes applicable to the level of care;
(c) identify and implement corrective actions to improve health outcomes; 
(d) submit the required health outcomes information to relevant authority; and
(e) provide feedback to healthcare personnel on health outcomes performance and implement interventions to improve, where required.
	
	

	Regulation title: 18  Patient Reported Outcomes Measurements (PROMS) 
Regulation Statement: 18 (1) The health establishment must obtain, analyse and report standardised patient-reported outcome measures to facilitate provision of healthcare that promotes a patient centred care model.
Sub-regulation statements: (2) For the purposes of sub-regulation (1), the health establishment must-
(a) develop and implement systems and mechanisms for monitoring, analysing and reporting patient-reported outcomes;
(b) identify and implement corrective actions to improve patient-reported outcomes; and
(c) submit the required patient-reported outcome measures to the relevant authority.
	
	

	CHAPTER 5: SPECIALISED CLINICAL CARE SERVICES
	
	

	Regulation title: 19 Renal Services 
Regulation statement: 19 (1) The health establishment must  provide safe, life sustaining specialist medical care and treatment  in line with its package of services in order to manage complex medical conditions and promote quality of life.
Sub-Regulation Statement: (2) For the purposes of sub-regulation a (1), a health establishment or renal dialysis services must-
(a) be licensed to provide renal services by the relevant authority in accordance with applicable regulatory requirements;
(b) designate a recipient transplant nurse facilitator for the service;
(c) have protocols and procedures to guide and manage the delivery of safe renal dialysis services aligned to nationally or globally approved guidelines;
(d) have access to multidisciplinary support services, including dietetic, psychosocial, and other relevant services, to address the users’ needs holistically;
(e) have access to specialist services (vascular surgeon or surgeon) for the management of dialysis access and complications; and
(f) establish an assessment/transplant committee for chronic dialysis and transplantation where rationing of services is implemented.
	
	

	Regulation title: 20 Oncology Services 
Regulation statement: 20 (1) The health establishment must provide comprehensive specialised oncology services focused on the prevention, diagnosis, treatment, rehabilitation and palliative care of users with cancer disease.
Sub-Regulation Statement: (2) For the purposes of sub-regulation a (1), a health establishment must-
(a) document the type of oncology services provided to users;
(b) have criteria or systems or mechanisms for admission and discharge of users;
(c) have systems to monitor users on the waiting list for oncology services;
(d) have specialised medical equipment and medical supplies for treatment and management of users with cancer; and 
(e) provide psychosocial support to users, family, relatives and support persons.
	
	

	Regulation title: 21 School Health Services 
Regulation statement: 21 (1) An integrated school health program focusing on prevention of disease, illness and promoting health is implemented by the relevant authority.
Sub-Regulation Statement: (2) For the purposes of sub-regulation a (1), the health establishment at the guidance of relevant authority must-
(a) develop and implement an integrated school health program in consultation with department of basic education and other relevant stakeholders;
(b) ensure compliance with child protection legislation, safeguarding policies and mandatory reporting requirements; and
(c) monitor the implementation of the school health program.
	
	

	Regulation title : 22 Tuberculosis Prevention and Management Services
Regulation statement: 22 (1) The health establishment must support the prevention, diagnosis and provision of treatment for tuberculosis in accordance with specific guidelines.
Sub-Regulation Statement: (2) For the purpose of sub-regulation (1), a health establishment must-
(a) conduct and monitor diagnostic tests in line with the applicable guidelines;
(b) develop and implement a specific tuberculosis infection control management plan;
(c) align with the tuberculosis decentralisation model, have directly observed tuberculosis treatment provided in the health establishment and or in the community or refer the user to the relevant service area; 
(d) have systems to monitor users who are on treatment and to follow up users who are non-compliant with treatment or are lost to follow up; and
(f) have provider-initiated testing and counselling (PITC) carried out in accordance with applicable guidelines.
	
	

	Regulation Title: 23 Oral Health and Dental Services
Regulation statement: 23 (1) The health establishment must provide preventive and promotive programmes for oral health, and curative dental services to meet the needs of the users.
Sub-regulation statement: (2) For the purpose of sub-regulation (1), a health establishment that provides oral health and dental services must-
(a) provide oral health assessment, education and treatment in accordance with -specific guidelines; and
(b) ensure referral pathways for specialised dental care.
	
	

	Regulation title : 24 Specialised Psychiatric Services 
Regulation statement: 24 (1) The health establishment must provide specialised psychiatric care, treatment, and rehabilitation services in a safe and humane manner, in line with applicable legislation.
Sub-regulation statement: (2) For the purpose of sub-regulation (1), a health establishment must-
(a) comply with the applicable legislation and regulatory requirements for the admission, seclusion, detention, treatment, and discharge of mental health care users, including voluntary, assisted, and involuntary care processes; 
(b) develop and implement structured clinical programmes and rehabilitation services for the management of mental health conditions, including risk assessment, acute psychiatric care, severe mental illness, substance use disorders, and psychosocial rehabilitation and reintegration; 
(c) provide multidisciplinary psychiatric care through teams that include, as a minimum, access to psychiatry, nursing, psychology, social work, and occupational therapy;
(d) ensure that informed consent processes include capacity assessment, supported decision-making where capacity is impaired, and documentation in accordance with the Mental Health Care Act, 2002;
(e) ensure that users, healthcare personnel and visitors are safe;
(f) comply with requirements of the Mental Health Review Board; and
(g) ensure seclusion of mental healthcare users complies with the relevant legislation/regulations.
	
	

	CHAPTER 6: CLINICAL SUPPORT SERVICES 
	
	

	Regulation title: 25 Medical equipment and devices; Rehabilitation Services equipment.
Regulation Statement: 25 (1) The health establishment must ensure that medical equipment, devices and specialised equipment for rehabilitation services is available, functional and maintained to support safe, effective and uninterrupted clinical care.
Sub-regulation statements: (2) For the purpose of sub-regulation (1) the health establishment must-
(a) ensure that medical equipment is licensed by the relevant authority where required;
(b) have essential medical equipment, devices and or specialised equipment for rehabilitation services in clinical areas in accordance with the national or provincial or health establishment guidelines;
(c) maintain, service, calibrate medical equipment and devices in accordance with manufacturer’s instructions; 
(d) procure medical equipment in accordance with the relevant legislation; 
(e) have management systems in place to minimise the risk of patient safety incidents related to medical equipment; and
(f) store  equipment in safe areas thereby enabling protection to maintain longevity. 
	
	

	Regulation Statement: 25 (3) The health establishment must ensure that medical equipment is safe for users and used in accordance with the manufacturer’s specifications.
Sub-regulation statements: (4) For the purpose of sub-regulation (3) the health establishment must -
(a) train health care personnel in the use, calibration, testing, cleaning and disinfection of medical equipment;
(b) report patient safety incidents relating to equipment failure or malfunction; and
(c) clean and disinfect medical equipment in line with manufacturer’s instructions. 
	
	

	Regulation title: 26 Medicine Management
Regulation Statements: 26 (1) The health establishment must comply with the provisions of the Pharmacy Act, 1974 (Act 53 of 1974 ,Medicines and Related Substances Act of 1965 and related regulations.
Sub-regulation statements: (2) For the purposes of sub-regulation (1), the health establishment must-
(a) manage and store medicines in line with relevant legislation and guidelines;
(b) implement and maintain a stock control system for medicine; 
(c) have the required medicines in stock for delivery of services; 
(d) implement safety protocols for prescribing and dispensing of medicines; 
(e) ensure users are provided with clear, understandable information on the use of prescribed medicines;
(f) have systems to report and manage adverse drug reactions; 
(g) have systems to optimise rational and quality use of medicine; and
(h) have licences and certificates as per relevant legislation or requirements by the statutory bodies/council for the service and healthcare providers.
	
	

	Regulation title: 27 Medical Supplies, Rehabilitation Services Supplies and Assistive devices
Regulation Statements: 27 (1) The health establishment must have medical supplies,   rehabilitation services supplies and assistive devices  available for the provision of safe, quality care to users and promote rehabilitation and optimal function of users.
 Sub-regulation statements: (2) For the purposes of sub-regulation (1), the health establishment must-
(a) have systems to manage and store medical supplies, rehabilitation services supplies and assistive devices;
(b) implement and maintain a stock control system for medical supplies, rehabilitation services supplies and assistive devices;
(c) have available medical supplies, rehabilitation services  supplies and assistive devices in stock that meet the minimum standards and specifications of statutory bodies or regulators;
(d) ensure that assistive devices are issued by the relevant clinicians in accordance with scope of practice.
	
	

	Regulation title: 28 Diagnostic services
Regulation statement: 28 (1) The health establishment must provide diagnostic services that allows healthcare providers to detect, diagnose, and treat health conditions early and meet the needs of the users.
Sub-regulation statement: (2) For the purposes of sub-regulation (1), a health establishment must- 
(a) provide access to diagnostic services during operating hours;
(b) protect users and health care personnel from exposure to ionising radiation exposure and hazardous materials when using diagnostic services;
(c) provide results of the diagnostic test or procedure within agreed timelines;
(d) have systems in place to report and manage adverse incidents; 
(e) implement quality control measures to ensure accuracy of service provided;
(f) measure and evaluate the performance of the diagnostic services and proficiency testing; and
(g) have Point-of-Care Testing (POCT)  guidelines (where in use). 
	
	

	Regulation title: 29 Blood and Blood Products Services
[bookmark: _Hlk225411137]Regulation statement: 29 (1) The health establishment must ensure that blood services and blood products are accessible and available to promote optimal clinical outcomes in line with Chapter 8 of National Health Act no 61 of 2003.
Sub-regulation statements: (2) For the purpose of sub-regulation (1) the health establishment must-
(a) where blood and blood products are stored on-site, ensure appropriate storage and cold chain management in accordance with applicable guidelines;
(b) implement quality control procedures for blood services according to the guidelines of the relevant body; 
(c) protect users and health care personnel from exposure to hazardous material and products;
(d) ensure that blood and blood products are handled and administered safely in accordance with recognised clinical guidelines; 
(e) have systems in place to report and manage adverse blood reactions; and
(f) report contractual breaches in the delivery of blood services to the relevant authority.
	
	

	Regulation title: 30 Sterilisation Services
Regulation statement: 30 (1) The health establishment must ensure that decontamination
and sterilisation services are available and effective.
Sub-regulation statements: (2) For the purpose of sub-regulation (1) the health establishment must-
(a) have systems in place to sterilize/decontaminate equipment/medical devices and supplies;
(b) have clear lines of accountability for the decontamination cycle;
(c) monitor  decontamination/sterilisation process and failures; and
(d) monitor the outsourced service (where applicable).
	
	

	Regulation Title: 31 Social Work Services in Healthcare 
Regulation Statement: 31(1) The health establishment must provide healthcare Social Work  services to users as part of rehabilitation and social support services, in order to promote holistic care, continuity of care, patient safety, and optimal health outcomes.
Sub‑Regulation Statements:  (2) For the purposes of sub‑regulation (1), a health establishment must-
(a) provide healthcare social work and social auxiliary work services consistent with the scope and scale of services;
(b) provide biopsychosocial assessment, complex intervention, care co-ordination, and clinical decision‑making for users;
(c) conduct assessment of users’ rehabilitation and social support needs; 
(e) provide  direct social support services to users;
(f) ensure timely referral, linkage, tracing, and follow‑up to  internal and external social support;
(g) ensure that discharge planning and continuity of care is implemented; and
(h) prioritise social work  services for vulnerable users.
	
	

	CHAPTER 7: OPERATIONAL MANAGEMENT
	
	

	Regulation title: 32 Information Management Systems
Regulation statement: 32 (1) The health establishment must have interoperable information and Communication Technology Service systems and software programmes that will meet operational needs and secure health establishment data.
Sub regulation statement: (2) For the purposes of sub-regulation (1) the health establishment must-
(a) have policies, procedures and guidelines for Information and Communication Technology service;
(b) have the required Information and Communication Technology equipment, networks and programmes to facilitate implementation of daily operations;
(c) have Information and Communication Technology systems that can be integrated and interoperable with other relevant organisations systems;
(d) have systems to secure data, cybersecurity, back up  data and keep software updated; and
(e) have technical support staff available.
	
	

	Regulation statement: 32 (3) The health establishments must establish systems to produce accurate and timely data to inform managerial and clinical decision making on the safety, reliability, effectiveness and efficiency of the health care services provided by the establishment.
Sub-regulation statements: (4) For the purposes of sub-regulation (3), a health establishment or responsible authority must-
(a) have access to and utilise the National Health Information System;
(b) designate an individual for overall management of information;
(c) train health care personnel on data collection, data verification and recording of information in line with information management policy and plan;
(d) verify and report information in terms of sections 79(1)(d) and 79(2)(b) of the National Health Act;
(e) analyse, use and report on managerial, clinical and administrative information of the health establishment to facilitate efficient service delivery; and 
(f) implement contingency plans to address and recover from the impact of any failure in equipment, networks and information technology systems.
	
	

	Regulation title: 33 Financial Management
Regulation statement: 33 (1). The health establishment expenditure is managed and monitored against the approved budget to ensure efficiency within legal frameworks and prescripts.  
Sub regulation statement: (2) For the purposes of sub-regulation (1) the health establishment must-
(a) have auditing and reporting processes that are consistent with legislation and accepted accounting principles;
(b) monitor monthly expenditure against allocated budget or other grants;
(c) evaluate variances in expenditure, report  variances to the relevant authority or structure  and establish reasons for variations; 
(d) report interruptions in the delivery of health care services due to  deterioration in the financial position of the health establishment; 
(e) implement actions to mitigate interruptions and report these to the relevant authority;
(f) have mechanisms to keep level of debtors to a minimum; and
(g) have systems to report accruals over time.
	
	

	Regulation title: 34 Supply Chain and Asset Management
Regulation statement: 34 (1). The health establishment must ensure that equipment, furniture and supplies are ordered, received, stored and managed to facilitate uninterrupted delivery of health care services.  
Sub regulation statement: (2) For the purposes of sub-regulation (1) the health establishment must-
(a) establish and implement structures to oversee supply chain processes;
(b) develop, implement and monitor internal control measures for supply chain processes;
(c) implement processes that comply with relevant legislation for the procurement and supply of equipment and supplies; 
(d) ensure that service providers and suppliers are accredited and comply with the relevant legislation and prescripts;
(e) monitor service providers’ compliance with the service level agreements/contractual obligations and report any breaches to the relevant authority;
(f) monitor stock-outs and lead times for the procurement of medical and non-medical equipment and supplies;
(g) have a fixed asset register which is routinely maintained; and
(h) conduct inventory of  health establishment assets; losses must be reported and investigated. 
	
	

	CHAPTER 8: LEADERSHIP, GOVERNANCE AND HUMAN RESOURCE
	
	

	[bookmark: _Hlk224303608]Regulation title: 35 Leadership and Governance
Regulation Statement: 35 (1) The health establishment must have a functional leadership structure appointed in line with Public Services Act of 1994 or other legislative mandate as the case may be to manage its operations.
[bookmark: _Hlk222406334]Sub-regulation statement: (2) For the purpose of sub-regulation (1) the health establishment must-
(a) have a functional management structure;
(b) have an approved strategic plan, annual performance plan and  operational plan aligned to relevant authority’s priorities or business entity’s plan;
(c) monitor the targets set out in the operational plan and implement corrective measures where required;
(d) participate in the budget allocation forum convened by relevant authority;  
(e) conduct regular management meetings and address operational needs; and
(f) have delegations of authority for human resources, finance and supply chain and monitor the implementation of the delegations.
	
	

	Regulations Statement: 35 (3) The health establishment governance structure must be appointed in line with applicable legislation; section 41(4) or 42 the National Health Act 61, 2003 or other authoritative mandate as the case may be.
Sub-regulation statement: (4) For the purpose of sub-regulation (3) the health establishment must-
(a) have a functional board or oversight committee, as the case may be;
[bookmark: _Hlk223512583](b) provide the board or committee with information on:
(i) strategic plan, annual performance plans and annual operational plans implementation;
(ii) implementation of the clinical governance frameworks/programmes including quality of care and patient safety;
(iii) reported clinical health outcomes, patient-reported outcomes and patient reported experience;
(iv) organisational risks identified and mitigation plans;
(v) the financial sustainability of the health establishment;
(vi) human resources management and development, and occupational health and safety; and
(c) implement recommendations from the board or committee.
	
	

	Regulation title: 36 Human Resources Management
Regulation Statement: 36 (1) The health establishment must have systems in place to manage health care personnel in line with relevant legislation, policies and guidelines. 
Sub-regulation statements: (2) For the purposes of sub-regulation (1), the health establishment must, as appropriate to the type and size of the establishment-
(a) have human resources policies and regulations that comply with relevant legislation;
(b) adhere to documented recruitment and selection procedures;
(c) have and implement a human resource plan that meets the needs of the health establishment;
(d) have a performance management and development system in place; 
(e) have a system to monitor health care providers professional registration with  the  relevant statutory councils and authorisations that pertains to operational requirements; and 
(f) develop and implement systems for continuous professional development, training  and capacity building.
	
	

	Regulation title: 37 Occupational Health and Safety
Regulation Statement: 37 (1). The health establishment must comply with the requirement of the Occupational Health and Safety Act No 85 of 1993 and all applicable regulations thereto.
Sub-regulation statements: (2) For the purposes of sub-regulation (1), the health establishment must-
(a) establish and implement occupational health and safety systems in accordance with the requirements of the Occupational Health and Safety Act No 85 of 1993;
(b) ensure duties imposed on the employer is managed in accordance with the Occupational Health and Safety Act;
(c) assign responsibilities to healthcare personnel in terms of Occupational Health and Safety Act No 85 of 1993; 
(d) identify and assess workplace hazards and implement measures to mitigate risks;
(e) conduct medical surveillance of personnel where required based on risk assessment;
(f) report and manage occupational health and safety incidents;
(g) establish and maintain employee health and wellness programmes ; and 
(h) have a major incident management and response plan; and Emergency Preparedness Plan in place, which is tested and updated annually and communicated to healthcare personnel.
	
	

	Regulation Statement: 37(3) The health establishment must manage hazardous chemical agents in line with Regulations for Hazardous Chemical Agents (HCA) 2021.
Sub-regulation statements: (3) For the purposes of sub-regulation (4), the health establishment must-
(a) provide information and training on hazardous chemical agents to employees prior to their exposure to chemical agents;
(b) have procedures to manage spillages ,leakages or any similar emergency situations;
(c) conduct an assessment immediately on acquisition of any new hazardous substance, and thereafter at intervals not exceeding two years, to determine if any employee may be exposed to hazardous chemical agents by any route of intake;
(d) comply with department of labour regulations relating to the Hazardous Substances Act; and
(e) store and dispose hazardous and flammable materials  in accordance with Hazardous Substances Act No. 15 of 1973).
	
	

	CHAPTER 9: FACILITIES, INFRASTRUCTURE AND ENVIRONMENT OF CARE
	
	

	Regulation title: 38 Management of buildings and grounds
Regulation statement: 38 (1) The health establishment buildings and grounds must comply with the building regulations, the prescribed occupational health and safety regulations and local authority requirements.
Sub-regulation statements: (2) For the purposes of sub-regulation 1), a health establishment must, as appropriate for the type and function of buildings and grounds of the establishment-
(a) have the required compliance certificates, licences, plans and approvals in terms of the building regulations and applicable Occupational Health and Safety Act regulations;
(b) conduct regular assessments to identify, manage fire risk and develop and implement a fire protection plan;
(c) have fire extinguishing devices, equipment which are maintained; 
(d) conduct routine inspections of the infrastructure and have maintenance plans for the building and grounds;
(e) provide emergency exit and entrance points which are kept clear in all service areas and; assembly points to be available and visible; 
(f) keep floors, walkways, stairs, passages and gangways in a good state of repair, skid free and free of obstructions, waste or materials;
(g) have visible signage for safety and security notices;
(h) have alternative mode of access to the buildings  for users with disabilities;
(i) maintain functional lifts and escalators; 
(j) implement measures to control domestic and non-domestic animals to minimise risk for user safety and infection prevention.
	
	

	Regulation title: 39 Building Engineering Services
Regulation Statement: 39 (1) The health establishment must have building engineering services that are functional and enable safe and uninterrupted delivery of health
care services.
Sub-regulation statements: (2) For the purposes of sub-regulation (1) a health establishment must-
(a) have continuous and reliable:
(i) supply of electrical power with automatic backup power;
(ii) lighting;
(iii) medical gas supply;
(iv) water supply, including back up water supply; 
(v) sanitation systems for safe disposal of sewerage;
(vi) ventilation systems;
(b) maintain machinery and equipment for electrical, medical gas, suction/vacuum and water supply;
(c) use, maintain, repair and decommission machinery and equipment according to the applicable legislation and regulations.
	
	

	Regulation title: 40 Cleaning Services
Regulation statement: 40 (1) The health establishment have systems in place to keep the environment clean to prevent and minimise infections and positively impact user recovery and overall satisfaction.
Sub-regulation statements:(2) For the purposes of sub-regulation (1), a health establishment must:
(a) have cleaning materials and equipment;
(b) have a documented cleaning schedule; 
(c) monitor performance of the cleaning services and cleaning personnel, and take corrective measures where applicable;
(d) train cleaning personnel on  methods of cleaning in clinical environments, use of cleaning equipment, infection prevention and control  and other relevant topics;
(e) implement a pest control programme; and
(f) have service level agreement for outsourced services and monitor its performance.
	
	

	Regulation title: 41 Laundry Services and Linen Management
Regulation statement: 41 (1) The health establishment must put systems in place to provide laundry services and linen management to meet users’ needs and facilitate provision of quality  care.
Sub-regulation Statements: (2) For the purposes of sub-regulation (1) the health establishment must-
(a) provide laundry services in-house or as an outsourced service;
(b) have segregated areas of workflow  to prevent cross contamination;
(c) have functional laundry equipment where the service is insourced;
(d) have a system to maintain the laundry equipment where  the service is insourced;
(e) have a system for linen stock control; 
(f) have a documented process for managing loss of linen stock; 
(g) have systems in place to manage dirty, contaminated and clean linen as required for the type of establishment; and
(h) monitor the performance of the outsourced service.
	
	

	Regulation title: 42 Food Services
Regulation statement: 42 (1) The health establishment must provide food services that are hygienic, safe, meet users’ needs and the required health and safety standards.
Sub regulation statement: (2) For the purposes of sub-regulation (1) the health establishment must: 
(a) comply with applicable environmental health and food safety requirements and be in possession of the licence and/or certificate issued by the relevant authority or body;
(b) manage the food services in compliance with food hygiene standards and environmental health standards; 
(c) ensure that  food service complies with general safety standards for firefighting equipment, pest control and first aid;
(d) have procedures to guide food procurement, storage, preparation and serving;
(e) have functional food service  equipment for the type of services provided and the size of the health establishment; 
(f) provide food  in accordance with  user’s medical condition, cultural and religious needs; 
(g) where applicable, monitor Service Level Agreements and report breaches to the relevant authority;
(h) have maintenance plan  for  food services equipment including  cleaning of extractor canopies and filters to minimize fire hazards;
(i) monitor and maintain storage and fridge temperatures in line with relevant guidelines;
(j) implement security measures to protect and safeguard food items;
(k) have grease traps/ grease interceptors to comply with environmental and plumbing regulations; and
(l) have  a service level agreement which is monitored where food services is outsourced.
	
	

	Regulation title: 43 Mortuary Services
Regulation statement: 43 (1). The health establishment must manage human remains in line with National Health Act section 68 (1) (b) and Regulations Relating to the Management of Human remains (No. R 363).
Sub regulation statement: (2) For the purposes of sub-regulation (1) the health establishment must:
(a) have a certificate of competence in line with requirements of Regulations Relating to the Management of Human Remains (No. R 363);
(b) where mortuary services is not available, have procedures for storage and transfer of deceased bodies to external providers;
(b) implement procedures for transportation of deceased bodies, registration/labelling of deceased bodies and storage; 
(c) implement procedures for verification of deceased bodies prior to release to family or relatives or other third party;
(d) have relevant personal protective equipment, waste management and hand-washing facilities;
(e) have equipment for storage and transportation of bodies that meets environmental hygiene standards; 
(f) monitor and maintain mortuary temperature in line with relevant legislation or guidelines;
(g) implement security measures to protect and safeguard the deceased bodies; 
(h) have protocols for viewing of bodies of the deceased by the family and other authorities; and
(i) have maintenance plan for equipment which is monitored.
	
	

	Regulation title: 44 Transport and Fleet Management
Regulation statement: 44 (I) The health establishment vehicles used to transport users, health care personnel and goods are available, safe and well maintained.
Sub-regulation statements:(2) For the purposes of sub-regulation (1), a health establishment must:
(a) ensure compliance with applicable road traffic legislation for registration and licensing of vehicles;
(b) implement an effective fleet management system;
(c) maintain the vehicles in line with manufacturer’s instructions; 
(d) ensure that drivers have valid driver's license and/or public transport driving permit; and
(e) where transport is outsourced or arranged through third parties, ensure that services are safe and meet applicable legislation.
	
	

	Regulation title: 45 Security Services
Regulation Statement: 45 (1) The health establishment must have systems to protect users, health care personnel, visitors and property from security threats and risks.
Sub-regulation Statements: (2) For the purposes of sub-regulation (1) the health establishment must-
(a) develop and implement a security plan that addresses risks pertinent to the health establishment;
(b) where security officers are used, ensure that they are trained and registered with the relevant regulatory body; 
(c) have security systems and mechanisms to safeguard the buildings, users, visitors and healthcare personnel; 
(d) monitor, manage and report security incidents to the relevant structures; and
(e) monitor service provider’s compliance with the service level agreement and take corrective action where required.
	
	

	CHAPTER 10: DIGITAL HEALTH AND ARTIFICIAL INTELLIGENCE IN HEALTHCARE
	
	

	Regulation Title: 46 Governance of digital health and artificial intelligence
Regulation Statement: 46(1) The health establishment must establish and maintain an effective governance framework to ensure the safe, ethical, accountable, equitable, and lawful use of digital health technologies and artificial intelligence systems.
Sub-regulation Statement: (2) For the purposes of sub-regulation (1), a health establishment must
(a) establish and maintain documented policies and procedures governing the acquisition, implementation, use, monitoring, evaluation, and retirement of digital health technologies and artificial intelligence systems;
(b) clearly define and communicate roles, responsibilities, authority, and accountability for digital health and artificial intelligence governance;
(c) designate an individual, committee, or governance structure to provide oversight of digital health and artificial intelligence activities, with defined terms of reference;
(d) identify, assess, manage, monitor, and review risks associated with digital health technologies and artificial intelligence systems;
(e) integrate digital health and artificial intelligence governance into the organisation's clinical governance, quality improvement, and risk management systems; and
(f) review the effectiveness of its digital health and artificial intelligence governance framework at intervals not exceeding two years, and whenever a significant change in technology or risk profile occurs.
	
	

	Regulation Title: 47 Ethical use and protection of healthcare users
Regulation Statement: 47(1) The health establishment must ensure that digital health technologies and artificial intelligence systems are implemented and used in a manner that protects the rights, dignity, privacy, safety, autonomy, and well-being of healthcare users, consistent with Chapter 2 of the National Health Act, 2003, and section 10 of the Constitution of the Republic of South Africa, 1996.
Sub-regulation Statement: (2) For the purposes of sub-regulation (1), a health establishment must—
(a) inform healthcare users of the use of digital health technologies or artificial intelligence systems where such technologies significantly contribute to healthcare delivery or decision-making affecting that user;
(b) use digital health technologies and artificial intelligence systems in a manner that respects human dignity and promotes person-centred care;
(c) establish and maintain appropriate mechanisms to protect healthcare users from harm arising from the use of digital health technologies and artificial intelligence systems;
(d) ensure that healthcare users have access to mechanisms for raising concerns, complaints, or appeals relating to the use of digital health technologies or artificial intelligence systems, including by making available the complaints process contemplated in regulation 15 of these Regulations;
(e) implement specific safeguards to protect vulnerable populations from potential adverse impacts associated with digital health technologies and artificial intelligence systems; and
(f) ensure that the use of digital health technologies and artificial intelligence systems complies with applicable ethical and legal requirements, including the ethical guidelines issued by the Health Professions Council of South Africa.
	
	

	Regulation Title: 48 Human Oversight and Clinical Accountability
Regulation Statement: 48(1) The health establishment must ensure that qualified healthcare professionals maintain oversight, responsibility, and accountability for decisions supported by digital health technologies and artificial intelligence systems.
Sub-regulation Statement: (2) For the purposes of sub-regulation (1), a health establishment must—
(a) ensure that artificial intelligence systems support and do not replace professional clinical judgement;
(b) ensure that final accountability for clinical decisions remains with the appropriately authorised healthcare professional in terms of the Health Professions Act, 1974;
(c) ensure that healthcare professionals are able to review, question, validate, and override artificial intelligence-generated outputs where appropriate;
(d) ensure that clinical decisions with the potential to significantly affect patient safety are not based solely on artificial intelligence outputs;
(e) ensure that artificial intelligence systems do not independently undertake diagnosis, prescribing, treatment decisions, withdrawal of treatment, or end-of-life decisions without appropriate human oversight; and
(f) calibrate the level of human oversight to be proportionate to the risk classification of the artificial intelligence system as contemplated in regulation [56] of this Chapter.
	
	

	Regulation Title: 49 Data governance and information management
Regulation Statement: 49(1) The health establishment must ensure the secure, lawful, accurate and complete,  management of health information used by digital health technologies and artificial intelligence systems, in accordance with POPIA and Chapter 7 of these Regulations.
Sub-regulation Statement: (2) For the purposes of sub-regulation (1), a health establishment must—
(a) collect, process, store, retain, share, and dispose of personal health information in accordance with the conditions for lawful processing prescribed in POPIA and any applicable codes of conduct issued by the Information Regulator;
(b) implement  technical, organisational, and administrative safeguards to protect the confidentiality, integrity, availability, and authenticity of health information;
(c) ensure that data used by digital health technologies and artificial intelligence systems is accurate, complete, relevant, current, and fit for the intended purpose;
(d) restrict access to health information to authorised individuals in accordance with a documented access control policy;
(e) maintain audit trails for the creation, access, modification, sharing, and deletion of health information and artificial intelligence system outputs; and
(f) ensure that data governance arrangements support accountability, traceability, and transparency in accordance with POPIA and applicable clinical governance requirements.
	
	

	Regulation Title: 50 Interoperability and health information exchange
Regulation Statement: 50(1) The health establishment must ensure that digital health technologies support secure, standardised, interoperable, and efficient exchange of health information to promote continuity of care.
Sub-regulation Statement: (2) For the purposes of sub-regulation (1), a health establishment must—
(a) ensure that digital health technologies support interoperability with other authorised health information systems where appropriate;
(b) use recognised health information and data exchange standards to support consistency, quality, and comparability of information;
(c) ensure that information exchange mechanisms protect the confidentiality, integrity, and security of health information;
(d) facilitate the availability of relevant health information at the point of care; and
(e) ensure that interoperability arrangements support continuity, coordination, and integration of care across the care continuum.
	
	

	Regulation Title: 51 Validation, safety and performance of artificial intelligence systems
Regulation Statement: 51 (1)  The health establishment must ensure that artificial intelligence systems are validated, safe, effective, reliable, and fit for their intended purpose before and during use.
Sub-regulation Statement: (2)  For the purposes of sub-regulation (1), a health establishment must—
(a) ensure that artificial intelligence systems undergo appropriate validation prior to implementation;
(b) ensure that evidence supporting the safety, performance, effectiveness, and intended use of artificial intelligence systems is available and maintained;
(c) assess the suitability of any artificial intelligence system for use within the South African healthcare context, including consideration of the demographic, epidemiological, and resource characteristics of the South African population;
(d) monitor artificial intelligence systems throughout their operational lifecycle for performance, reliability, unintended consequences, and emerging safety risks;
(e) implement corrective actions when safety concerns, performance failures, or unintended outcomes are identified; and
(f) periodically review the continued suitability and effectiveness of artificial intelligence systems at intervals not exceeding two years.
	
	

	Sub-regulation Statement: (3)  Where an artificial intelligence system constitutes a software as a medical device, the health establishment must-
(a) verify that the system has been evaluated or registered by SAHPRA in accordance with applicable requirements before clinical implementation; and
(b) not implement or continue to use a software as a medical device that does not comply with applicable SAHPRA requirements, unless expressly authorised to do so by SAHPRA.
	
	

	Regulation Title: 52 Algorithmic transparency and explainability
Regulation Statement: 52 (1)  A health establishment must ensure that artificial intelligence systems are sufficiently transparent and explainable to support safe, informed, and accountable decision-making.
Sub-regulation Statement: (2)  For the purposes of sub-regulation (1), a health establishment must—
(a) ensure that appropriate information regarding the purpose, capabilities, limitations, and intended use of artificial intelligence systems is available and accessible to users;
(b) provide healthcare professionals with sufficient information to understand and appropriately interpret artificial intelligence outputs, including information on confidence levels, uncertainty, and known limitations;
(c) ensure that significant artificial intelligence-assisted decisions are traceable and auditable in accordance with regulation 49(2)(e);
(d) communicate limitations, uncertainties, confidence levels, and known risks associated with artificial intelligence systems to relevant personnel; and
(e) not implement or continue to use an artificial intelligence system that operates as an unexplainable system where patient safety may be compromised.
	
	

	Regulation Title: 53 Algorithmic bias, equity and fairness
Regulation Title: 53 (1)  A health establishment must identify, monitor, and mitigate algorithmic bias and ensure that the use of digital health technologies and artificial intelligence systems results in equitable outcomes for all healthcare users.
Sub-regulation Statement: (2)  For the purposes of sub-regulation (1), a health establishment must—
(a) assess artificial intelligence systems for potential algorithmic bias prior to implementation, with specific consideration of the demographic and clinical diversity of the South African population, including racial, ethnic, linguistic, socioeconomic, and geographic dimensions;
(b) monitor artificial intelligence systems in use for unfair, discriminatory, or inequitable outcomes;
(c) implement corrective actions where bias or inequitable outcomes are identified, and document the actions taken;
(d) ensure that artificial intelligence systems support equitable access to healthcare services and information; and
(e) ensure that the design, implementation, and evaluation of artificial intelligence systems consider the diversity of the South African population and the disparities within the South African healthcare context.
	
	

	Regulation Title: 54 Cybersecurity and digital resilience
Regulation Title:  54 (1)  A health establishment must protect digital health technologies, artificial intelligence systems, and health information from cybersecurity threats and ensure the continuity of healthcare services.
Sub-regulation Statement : (2)  For the purposes of sub-regulation (1), a health establishment must—
(a) establish and maintain a cybersecurity management programme appropriate to the scale and risk profile of the health establishment;
(b) implement appropriate technical, physical, and administrative safeguards to protect digital systems and health information;
(c) identify, assess, monitor, and mitigate cybersecurity risks on an ongoing basis;
(d) establish processes for the timely detection, reporting, investigation, management, and post-incident review of cybersecurity incidents;
(e) establish, maintain, and test business continuity and disaster recovery arrangements to ensure the continued delivery of essential healthcare services in the event of a digital system failure; and
(f) ensure that relevant personnel receive regular training on cybersecurity risks, responsibilities, and incident reporting obligations.
	
	

	Regulation Title: 55 Procurement, vendors and artificial intelligence lifecycle management
Regulation Statement:  55 (1)  A health establishment must ensure that digital health technologies and artificial intelligence systems are responsibly procured, implemented, maintained, monitored, and retired throughout their lifecycle.
Sub-regulation Statement: (2)  For the purposes of sub-regulation (1), a health establishment must—
(a) assess prospective digital health technologies and artificial intelligence systems for safety, quality, interoperability, security, ethical compliance, and regulatory compliance, including compliance with SAHPRA requirements where applicable, prior to procurement;
(b) require vendors to provide sufficient documentation regarding the functionality, limitations, risks, validation evidence, maintenance requirements, and support arrangements of digital health technologies and artificial intelligence systems;
(c) ensure that contracts with vendors clearly define responsibilities relating to data protection, cybersecurity, maintenance, updates, performance monitoring, and system performance;
(d) monitor artificial intelligence systems throughout their operational lifecycle for continued safety, performance, and fitness for purpose;
(e) ensure that significant modifications, updates, or retraining of artificial intelligence systems are subject to appropriate review and validation before deployment; and
(f) decommission obsolete, unsafe, or ineffective systems in a controlled manner that ensures continuity of care and the secure handling of associated health information.
	
	

	Regulation Title: 56 Risk classification of artificial intelligence systems
Regulation Statement: 56(1) A health establishment must establish and apply a documented risk classification framework to identify the risk level of each artificial intelligence system in use, prior to implementation and at each significant review.
Sub-regulation Statement: (2)  For the purposes of sub-regulation (1), a health establishment must classify each artificial intelligence system into one of the following risk tiers, based on the criteria set out in sub-regulation (3)—
(a) Tier 1 - Low Risk: artificial intelligence systems used for administrative, scheduling, or operational purposes that do not directly influence clinical decisions or patient safety;
(b) Tier 2 - Moderate Risk: artificial intelligence systems that support clinical workflows or inform clinical decision-making, where outputs are reviewed and interpreted by a healthcare professional before any clinical action is taken; and
(c) Tier 3 - High Risk: artificial intelligence systems as defined in regulation 57(1) of these regulations.
	
	

	Sub-regulation Statement: (3)  In classifying an artificial intelligence system under sub-regulation (2), a health establishment must consider—
(a) the potential severity of harm to a patient or healthcare user if the system produces an erroneous output;
(b) the degree of human oversight applied before clinical action is taken on the basis of the system's output;
(c) the vulnerability of the patient population affected by the system;
(d) the reversibility of any clinical action taken on the basis of the system's output; and
(e) the extent to which the system has been validated in a South African clinical context.
	
	

	Sub-regulation Statement: (4)  The health establishment must—
(a) document the risk tier assigned to each artificial intelligence system and the rationale for that classification;
(b) review the risk classification of each system at intervals not exceeding two years, and whenever the system is significantly modified or its clinical application changes; and
(c) apply governance, oversight, and monitoring requirements proportionate to the assigned risk tier.
	
	

	Regulation Title: 57 High-risk artificial intelligence systems
Regulation Statement: 57 (1)  For the purposes of this Chapter, a high-risk artificial intelligence system is one that-
(a) directly informs or generates clinical diagnoses, prescribing decisions, treatment plans, or discharge decisions with limited or no intermediate human review;
(b) is used in a clinical context involving vulnerable populations, including neonatal, paediatric, obstetric, psychiatric, or end-of-life care;
(c) constitutes a software as a medical device classified by SAHPRA as Class III or equivalent; or
(d) is classified as Tier 3 in accordance with regulation [56] of this Chapter.
	
	

	Sub-regulation Statement: (2)  A health establishment must apply enhanced governance, oversight, and monitoring to high-risk artificial intelligence systems, and for this purpose must-
(a) ensure that high-risk artificial intelligence systems undergo enhanced risk assessment and validation before implementation, including prospective evaluation in the applicable clinical context;
(b) subject high-risk artificial intelligence systems to increased frequency of performance monitoring and review;
(c) apply enhanced human oversight to all clinical decisions informed by high-risk artificial intelligence systems;
(d) investigate and report adverse events and near misses associated with high-risk artificial intelligence systems in accordance with regulation 61 of these regulations; and
(e) periodically reassess the continued use of high-risk artificial intelligence systems to ensure ongoing safety and effectiveness, at intervals not exceeding one year.
	
	

	Regulation Title: 58 Generative artificial intelligence
Regulation Statement: 58  (1)  A health establishment must establish controls governing the use of generative artificial intelligence systems to ensure safe, ethical, accurate, and accountable use.
Sub-regulation : (2) For the purposes of sub-regulation (1), a health establishment must—
(a) ensure that the use of generative artificial intelligence systems is governed by documented policies and procedures;
(b) ensure that outputs generated by generative artificial intelligence systems are reviewed and verified by an appropriately authorised person before use in any context that may affect patient care or safety;
(c) implement measures to reduce the risk of inaccurate, misleading, fabricated, or inappropriate outputs, including through training, prompting guidelines, and output verification protocols;
(d) inform healthcare users where generative artificial intelligence systems are used in patient-facing interactions, where such disclosure is appropriate and practicable;
(e) ensure that confidential or personal health information is not processed through generative artificial intelligence systems unless appropriate safeguards, including contractual data protection arrangements, are in place; and
(f) monitor the use of generative artificial intelligence systems for quality, safety, and compliance with applicable requirements.
	
	

	Regulation Title: 59 Workforce competence and digital literacy
Regulation Statement: 59  (1)  A health establishment must ensure that personnel possess the knowledge, skills, and competencies necessary for the safe and effective use of digital health technologies and artificial intelligence systems relevant to their responsibilities.
Sub-regulation Statement: (2)  For the purposes of sub-regulation (1), a health establishment must—
(a) provide appropriate induction and ongoing training to personnel on the digital health technologies used in their area of work;
(b) provide personnel with training on the capabilities, limitations, risks, and appropriate use of artificial intelligence systems;
(c) assess, maintain, and periodically review the competence of personnel in the use of relevant digital health technologies and artificial intelligence systems;
(d) support ongoing education and professional development relating to digital health and artificial intelligence in accordance with applicable continuing professional development requirements; and
(e) train personnel on information governance, cybersecurity, POPIA obligations, and ethical responsibilities in relation to digital health technologies and artificial intelligence systems.
	
	

	Regulation Title: 60 Patient, family and community engagement
Regulation Statement: 60 (1) A health establishment must promote the meaningful engagement of healthcare users, families, and communities in the design, implementation, evaluation, and improvement of digital health technologies and artificial intelligence systems.
Sub-regulation: (2) For the purposes of sub-regulation (1), a health establishment must—
(a) provide healthcare users and families with opportunities to contribute feedback on digital health initiatives and artificial intelligence systems;
(b) collect and use feedback regarding digital health technologies and artificial intelligence systems to inform improvement activities;
(c) ensure that digital health technologies are designed and implemented to support accessibility, inclusivity, and usability for diverse healthcare user populations, including persons with disabilities and persons with limited digital literacy; and
(d) communicate information regarding digital health technologies and artificial intelligence systems to healthcare users in a manner and language that is understandable and appropriate, consistent with the requirements of regulation 5 of these Regulations.
	
	

	Regulation Title: 61 Quality improvement, monitoring and reporting
Regulation Statement: 61 (1) A health establishment must monitor, evaluate, and continuously improve the use of digital health technologies and artificial intelligence systems.
Sub-regulation Statement: (2) For the purposes of sub-regulation (1), a health establishment must—
(a) establish and monitor performance indicators for digital health technologies and artificial intelligence systems;
(b) report, investigate, and manage adverse events, incidents, near misses, and system failures associated with digital health technologies and artificial intelligence systems through the health establishment's patient safety incident management system;
(c) use findings from monitoring and evaluation activities to inform quality improvement initiatives;
(d) conduct periodic audits of digital health technologies and artificial intelligence systems; and(e) evaluate the effectiveness of corrective and preventive actions implemented in response to monitoring findings.
	
	

	Regulation Title: 62 Cross-border data transfers and cloud-based systems
Regulation Statement: 62 (1)  A health establishment that uses a cloud-based system or an artificial intelligence system that involves the processing of personal health information outside the borders of the Republic of South Africa must ensure compliance with applicable data protection and sovereignty requirements.
Sub-regulation Statement: (2)  For the purposes of sub-regulation (1), a health establishment must—
(a) ensure that any cross-border transfer of personal health information complies with section 72 of POPIA, including the requirements regarding adequate protection in the recipient country or as provided for in contractual arrangements;
(b) include in vendor contracts governing cloud-based systems, explicit provisions relating to-
(i) the geographic location of data storage and processing;
(ii) compliance with South African data protection legislation; and
(iii) applicable data recovery, portability, and deletion obligations;
(c) assess and document the risks associated with cross-border data processing as part of the risk assessment contemplated in regulation 46(2)(d); and
(d) ensure that reliance on a cloud-based system does not compromise the availability, integrity, or continuity of healthcare services, and that appropriate business continuity measures are in place in accordance with regulation 54(2)(e).
	
	

	Regulation Title: 63 Environmental sustainability and responsible digital health
Regulation Statement: 63 (1)  A health establishment must promote environmentally sustainable and responsible practices in the acquisition, use, maintenance, and disposal of digital health technologies and artificial intelligence systems.
Sub-regulation Statement: (2)  For the purposes of sub-regulation (1), a health establishment must—
(a) consider the environmental impact of digital health technologies during procurement and implementation planning;
(b) ensure that electronic equipment is maintained, reused, recycled, or disposed of in accordance with the requirements of the National Environmental Management: Waste Act, 2008 (Act No. 59 of 2008), and any applicable e-waste regulations;
(c) implement measures to promote the efficient use of digital infrastructure and resources; and
(d) incorporate environmental sustainability considerations into digital health planning and decision-making.
	
	

	CHAPTER 11: GENERAL PROVISIONS
	
	

	64. These regulations shall be called the Regulations Relating to Safe and Quality Health care Services Applicable to Different Categories of Health Establishments, 2027 and come into effect on a date of publication in the Government Gazette.
	
	



4. GENERAL COMMENTS
This section may be used for comments that are not linked to a specific provision.
4.1 What are the key areas in Draft 1.1 that you support?
4.2 What areas require further consideration or improvement?
4.3 Are there any important issues that are not addressed in Draft 1.1?
4.4 Are there any proposed requirements that may be difficult to implement?
If yes, please provide details and, where possible, suggest an alternative approach.
4.5 Additional comments
5. SUPPORTING INFORMATION
Stakeholders may attach supporting information where comments are based on research, data, professional experience or other relevant evidence.
Supporting documents attached:
☐ Yes
☐ No
Please provide details of the supporting information:
6. SUBMISSION OF COMMENTS
Stakeholders may submit completed templates or written submissions. 
Stakeholders who participate in a consultation session may submit additional written comments after the session.
Stakeholders who are unable to attend a consultation session may also submit their comments in writing using this template.
All comments received will be recorded and considered as part of the review process.
Closing date for submissions: 
Email/submission address and enquiries: standardsreview@ohsc.org.za
Thank you. 
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