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FREQUENTLY ASKED QUESTIONS
Review of the 2018 Norms and Standards Regulations
Stakeholder Consultation on Draft 1
												
A. ABOUT THE REVIEW
1. Why are the 2018 Norms and Standards Regulations being reviewed?
The Norms and Standards Regulations were promulgated in 2018 and came into effect in 2019. Since then, experience gained through implementation and inspections has highlighted areas where the regulations could be strengthened and made clearer.
The review aims to ensure that the regulations remain relevant to the changing healthcare environment, strengthen patient safety and quality of care, and support consistent and effective regulation of health establishments.
2. What led to the decision to review the Regulations?
The OHSC identified areas where some requirements could be more specific and better aligned with current healthcare needs.
These include infection prevention and control in specialised units, patient-centred care, the availability and management of medicines, and the reporting and management of patient safety incidents.
The review also provides an opportunity to strengthen the measurement of health outcomes and address emerging developments in healthcare.
3. What is the OHSC’s role in the review?
The OHSC is mandated to protect and promote the health and safety of users of health services by monitoring and enforcing compliance with prescribed norms and standards in health establishments.
The National Health Act also provides for the OHSC to advise the Minister of Health on matters relating to norms and standards and their review.
The review is therefore part of the OHSC’s responsibility to support safe, quality healthcare and effective regulatory oversight.
4. What is the review intended to achieve?
The review aims to strengthen the regulatory framework by:
· addressing gaps identified during implementation; 
· making requirements clearer and measurable; 
· strengthening patient safety and health outcomes; 
· supporting fair, consistent and enforceable regulation; 
· taking account of South Africa’s healthcare realities; and 
· aligning the regulatory framework with recognised good practice in healthcare quality and safety. 
5. What has informed the proposed revisions?
The review has been informed by experience from implementing and inspecting against the existing Regulations, as well as relevant national and international regulatory frameworks and good practices.
Inspection findings, quality improvement information, and other relevant evidence have also been considered in the technical review.
6. Who is responsible for the technical review?
A National Technical Working Group (NTWG) was established following consultation and agreement with the National Department of Health.
The NTWG includes representatives from the National Department of Health, Provincial Departments of Health, the Hospital Association of South Africa, the Unity Forum for Family Practitioners and the OHSC.
The group provides technical input to the review and considers whether the proposed revisions are relevant, evidence-informed and practical for the health system.

B. STAKEHOLDER CONSULTATIONS
7. Why is stakeholder consultation taking place?
The revised regulations will affect different parts of the health system. The consultation allows stakeholders to consider the proposed changes and share their experience, expertise and views.
The consultation will help identify gaps, practical implementation challenges, unintended consequences and areas that may need further clarification. It will also help ensure that the revised regulations are relevant and practical for different types of health establishments.
4. Who is being consulted?
The consultation includes:
· health professionals; 
· community members and patients; 
· National Department of Health; 
· Provincial Departments of Health; 
· District Health Management Teams; 
· private healthcare establishments; 
· professional councils; 
· professional associations and health professional bodies; 
· trade unions; 
· academic and research institutions; 
· civil society organisations; 
· patient advocacy groups; 
· traditional leaders; and
· regulatory authorities.

C. DRAFT ONE
8. Is Draft 1 the final version of the regulations?
No. Draft 1 is being presented to stakeholders for consultation. It is a working draft, and stakeholder input will be considered as the review progresses.
Stakeholders are therefore encouraged to identify provisions that work well, areas that require strengthening and any practical challenges that may arise during implementation.
9. What does Draft 1 cover?
Draft 1 covers a broad range of areas or chapters relating to safe and quality healthcare, including:
· user rights; 
· clinical governance and clinical care; 
· health outcomes and patient experience; 
· specialised clinical services; 
· medicines, medical supplies and diagnostic services; 
· leadership and governance; 
· human resources and occupational health and safety; 
· infrastructure and the environment of care; 
· information management; 
· digital health and artificial intelligence; and 
· telemedicine. 
10. What is different about the proposed approach?
One important area for review is the need for a stronger focus on health outcomes, patient experience, and continuous learning.
The draft proposes monitoring clinical outcomes, patient-reported outcomes and patient experience so that information about the quality and safety of care can be used to identify areas for improvement. 
11. How does Draft 1 strengthen patient and user rights?
The draft proposes requirements relating to information, dignity, privacy, waiting times, access to services, referrals, complaints and patient experience.
For example, health establishments would be required to provide users with information about available services, operating times, visiting hours, rights and responsibilities and applicable fees. 
12. Will waiting times be addressed?
Yes. Draft 1 proposes that health establishments monitor waiting times and implement measures to reduce unnecessary delays.
It also proposes that information on waiting times be made available to users and that waiting periods for certain services, including referrals and specialised services, be monitored. 
13. How will patient safety be strengthened?
The draft proposes stronger systems for identifying, assessing and managing clinical risks.
These include risks associated with healthcare-associated infections, surgery, medication errors, adverse drug reactions and emergency care. Health establishments would also be expected to monitor patient safety incidents and take corrective action. 
14. Does the review address healthcare workers?
Yes. Draft 1 includes requirements relating to human resource planning, recruitment, performance management, training, professional registration and occupational health and safety.
It also proposes employee wellness programmes, workplace risk assessments and disaster management arrangements. 
15. Does the draft address infrastructure and basic services?
Yes. The proposed requirements cover buildings and grounds, fire safety, electricity, water, medical gases, sewerage, ventilation, accessibility, maintenance and emergency access.
The draft also proposes reliable backup arrangements for essential services, where required, to ensure safe and uninterrupted healthcare. 

16. Why are digital health and artificial intelligence included?
Digital health and artificial intelligence are increasingly being used in healthcare. Draft 1, therefore, proposes specific requirements to ensure that these technologies are used safely, ethically and responsibly.
The proposed provisions cover areas such as data protection, cybersecurity, human oversight, algorithmic bias, AI safety, workforce competence and patient engagement. 
17. Will artificial intelligence replace healthcare professionals?
No. The proposed approach requires human oversight and clinical accountability. AI may support healthcare professionals, but clinical responsibility and professional judgement remain important.
Stakeholders are encouraged to comment on whether the proposed safeguards are sufficient.
18. How will patient information be protected?
Draft 1 proposes safeguards for the collection, processing, storage and sharing of personal health information, including access controls and security measures.
The proposed requirements also recognise the need to protect confidentiality and comply with applicable legislation. 
19. Will the proposed regulations apply to both public and private healthcare?
The draft sets out requirements applicable to health establishments, to the extent specified in the regulations and related inspection tools.
The consultation is therefore important in ensuring that the requirements are appropriate for different types, sizes and functions of health establishments. 
20. Will the new requirements have financial or resource implications?
Some requirements may have implications for staffing, infrastructure, equipment, information systems, training and other resources.
Stakeholders are specifically encouraged to identify these implications during the consultation. This will help inform consideration of the practicality and implementation of the proposed requirements.
21. Will the revised regulations change how the OHSC conducts inspections?
The review proposes standardised, risk-based inspection tools to support greater consistency in regulatory oversight.
The intention is to reduce fragmentation and duplication while strengthening the focus on risks to the safety and quality of healthcare services. 
22. What should stakeholders comment on?
Stakeholders should consider:
· Is the requirement necessary? 
· Is it clear? 
· Is it practical and achievable? 
· Does it apply appropriately to different types of health establishments? 
· Will it improve patient safety or quality of care? 
· Are there resource or cost implications? 
· Does it duplicate another requirement? 
· Is anything missing? 
· What could be done differently? 
Where possible, stakeholders should provide a recommended alternative or proposed wording.
23. How can stakeholders submit their input?
Stakeholders can provide input in a way that is accessible and appropriate to their circumstances. Written comments may be submitted using the prescribed format, where stakeholders have access to the necessary technology.
Input can also be provided through the dedicated consultation sessions. Participants will have an opportunity to raise issues verbally, make recommendations and identify areas of concern. These inputs will be recorded and consolidated as part of the consultation process.
Arrangements for how these submissions should be handed in will be communicated during the community consultation sessions.
24. Will the views raised during the consultation be recorded and considered?
Yes. Issues, concerns, and recommendations raised during the consultation sessions will be documented and consolidated for consideration during the review process.
Stakeholders are encouraged to provide practical examples and recommendations based on the experiences of the communities and healthcare users they represent.
25. What happens after the consultation?
Stakeholder submissions will be considered in the further development of the revised regulations.
The consultation process does not mean that every recommendation will automatically be incorporated. Comments will be assessed as part of the broader regulatory development process.
26. When will the revised regulations take effect?
The regulations will only take effect once the applicable regulatory process has been completed and they have been published in the Government Gazette.
Draft 1 currently proposes that the regulations will come into effect on the date of publication in the Government Gazette. 

27. What is the key message to stakeholders?
This is an opportunity to help shape the future regulatory framework for safe and quality healthcare services. Stakeholders are encouraged to participate openly, raise practical concerns and provide constructive recommendations based on their experience and expertise.
Your input will help strengthen the regulations and support a healthcare system that places safety, quality, accountability, and the user experience at the centre of care. 

For more information, email: standardsreview@ohsc.org.za
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