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Purpose of briefing  

• To elucidate progress on  the procedural 

regulations   

 

 

• To highlight  steps/ practices by the OHSC  in 

responding to the regulated environment 
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Legislative context: The National Health 

Amendment Act 

 

Section 78. Objects of the Office 

“…to protect and promote the health and safety of users of health 

services by:  

 
– Monitoring and enforcing compliance by health establishments with prescribed 

norms and standards  

 

– Ensuring consideration, investigation and disposal of complaints relating to breaches 

of norms and standards”   
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Legislative mandate in regulating quality and 

safety 

1. Protect health and safety of users 
– “Protect” implies the State 

responsibility is to protect citizens 
from harm 

– “Health” describes what must be 
protected 

– “Safety” describes what must be 
protected 

– “Users” describes who must be 
protected 

2. Promote health and safety of users 

– “Promote” implies the state plays an 
‘active’ role in quality and safety of 
health services 

 

o “Health” means “state of complete 
physical, mental and social well-being and 
not merely the absence of disease or 
infirmity”…(WHO) 

 
o “Safety” means – “prevention of errors and 

adverse effects to patients associated with 
healthcare” (WHO) 

 
o “Users” defined in National Health Act, 

covers users and caregivers/guardians in the 
case of vulnerable users 

 
o “Quality” refers to “extent to which health 

services for individuals and populations 
increase the likelihood of desired outcomes, 
are consistent with professional knowledge, 
and meet the expectations of healthcare 
users” (Donabedian, Bullet) 

 

Definitions  
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Powers / functions of the Office of Health Standards 
Compliance  

Monitor compliance; 
early warning indicators 

of breach of norms & 
standards    

Investigate complaints 
relating to breaches of 

norms & standards  

Inspect  
to assess compliance with  

norms & standards  

Assess 
Advise 

Recommend 
interventions and 

systems   

Issue guidance 
relating 

 to norms & standards  

Recommend 

Certify compliance 
with norms & 

standards (link to 
NHI)    

Issue notice of non-
compliance 

 with norms & standards; 
monitor   

Enforcement and certification 

Advise on … 

Prescribed 
norms and 

standards for 

the health 
system 



APPROACH USED IN DEVELOPING 
REGULATIONS 



Review and consultation process towards 

regulations  

Norms and standards regulations   

• Retain overall structure and content of 

National Core Standards (NCS)   

• Remove ambiguities, redundancies & 

errors 

• Strengthen alignment  to areas of risk  

• Update and fill gaps (PHC, Clinical 

Governance, MDGs, Leadership,  Infra-

structure and equipment) 

• Review applicability and customize to 

functional areas   

• Select for regulation  

• Extensive user, provider and expert 

input   

Procedural regulations  

• Identify areas not covered in 

NHAA requiring further clarity 

 

• Review procedures developed 

by inspectorate over 

preceding 3 years  

 

• Obligation on OHSC and on 

HE  

 

• Best practice nationally and 

internationally  



Rationale / approaches to regulation  
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Regulation is “the intentional use of authority to change the behaviour of people 

and/or the operations of systems, in line with set standards, in order to realise 

defined regulatory outcomes” 

“Negotiated”  

cooperative, educative, flexible, discretionary, or  

                                       “Enforced”  

                                         Coercive, rigid, punitive,  

Government regulates for three reasons:  

(i) to protect the public from unacceptable levels of risk,  

(ii) to reduce information asymmetry and  

(iii) to achieve regulatory (and policy) outcomes which may 

be …… 



PROPOSED REGULATIONS –  

 PROCEDURAL  
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Evolution 
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First draft 
regulations 

Following rigorous 
consultations 
 

2014 
 

Minister approves draft 

Out for public comment 

Comments of various 

stakeholders including private 

sector received and 

consolidated 

 Second draft is with the Board 

and Expert Panel  

 

2015 

Improved version back 
to Legal unit –NDOH 

 

April 2016  sate law 
advisers  approve  

 

Awaiting Ministers 
signature  
 

 

2016 



PURPOSE OF PROCEDURAL 

REGULATIONS …. continues 
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PATIENT SAFETY 

DUTIES OF THE 
OFFICE 

MANDATE 

MONITORING 

COMPLIANCE  



Purpose of procedural regulations 
 

    Procedural regulations specify- 

The obligations of the health establishment in relation to the Office and its regulatory mandate 

• For example, Health Establishment to render reasonable assistance 
to the OHSC or Ombud during an inspection or investigation; to 
submit reports  

 

The duties of the Office in respect of their regulatory functions: 

• For example, on an annual basis, the Office must prepare an inspection 
strategy 

• The inspection strategy is used as a basis for obtaining consent from 
the ‘owners of health establishments/HHE 

 

Regulatory practices and processes 

• For example, regulations prescribe the skills and qualifications of 
inspectors to be taken into account when appointing an inspector to 
give effect to the Act’s requirement of ‘appropriate and suitable’ persons 

• Holding formal hearings prior to recommending / imposing sanctions  
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Outline of proposed procedural 

regulations 

• Part 2: Collection of information and designation of person in charge  

– Collection of information (Form 1) 

– Indicators of risk  

– Designation by respective authority on annual basis of most senior 
employee as person in charge  

– Responsibilities of person in charge  

 

• Part 3: Inspectors and inspections  

– Certificate of Appointment (Form 2) 

– Skills and qualifications, Code of conduct (published) 

– Inspection strategy (published), procedures and plan 

– Notification of process on arrival (Form 3) and plan 

– Process of inspection, preliminary findings and response   

– Additional inspection  
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Outline of proposed procedural 

regulations (2) 

• Part 4: Entry and search of premises  

– No Consent is requested  by the Office  

–  Inspection strategy will be published 

– Warrant  may be requested (Form 4) if no consent or may 

enter without warrant if justified  

• Part 5: Certification 

– Renewal and suspension process 

– Certificate within 15 working days (Form 5) 

– Application for renewal (Form 6) 6 months prior 

– Valid for 4 years; suspended  by a compliance notice  
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Outline of proposed procedural 

regulations (3) 

• Part 6 - Compliance notice, enforcement and appeals 

– Compliance notice (Form 7) and response 

– Enforcement policy outlining progressive approach   

– Warning letter (Form 8) and Request for response 

– Recommendation to relevant authority, monitored and reported 
to Minister 

– Formal Hearing  - notice (Form 9) and process, participants  

– Refer for prosecution 

– Revocation of certificate of compliance and recommendation to 
Minister for closure (temporary/permanent, partial/full) 

– Fines (once gazetted), appeal for leniency 

– Appeals on Form 10 

– Publication of information (q.v.) 
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Outline of proposed procedural 

regulations (4) 
• Part 6 (cont): Publication of information  

– Quarterly: inspections, certificates, hearings and outcome, 

recommendations to relevant authorities, complaints 

– Annual: compliance status, compliance notice achievement  

• Part 7 - Complaints handling, investigation and Ombud 

– Complainants, mechanisms, acknowledgement  

– Screening and decisions, other entities 

– Investigations, procedures 

– Progress and time frames,  Register 

– Role of Chief Executive Officer  

– Referrals and reports from other entities 
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Part 8. Forms  

Form 1 Information about the health establishment  

Form 2 Certificate of appointment as an inspector 

Form  3 Notice of inspection to health establishments 

Form  4 Application for a warrant 

Form  5 Certificate of compliance 

Form  6 Application for renewal of certification 

Form  7  Compliance notice to health establishments 

Form  8 Written warning 

Form  9 Notice of hearing 

Form  10 Notice of appeal 
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Required documents to be developed 

by the Office –Procedures manual… 
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Inspections related  Efficiency related  

1. Planning for an inspection 7. On - site data quality control 

2. Briefing process pre inspection 8. Records management & control 

3. Conducting an inspection 9. Adverse incident management 

4. Feedback report post inspection 10. Dealing with an injury on duty 

5. Entry into the health establishment 11. Management and utilization of vehicles 

for inspections  

6.    Re-inspection  12. Code of conduct 



Procedures continued 
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Inspections related  Efficiency  

Notice of inspection Inspection strategy  

Issuing of a compliance notice Code of conduct  of inspectors  

Issuing of an inspection notice 

 

Procedures manual-SOPs 

Issuing of a final report on 

inspections findings 

Enforcement policy  



Inspectors: qualifications, experience and skills 

• Should be qualified and registered Health professionals  

• Credentialed by CEO  

• Provision made for “person to assist” 

– specialised technical skills in specific situations, other  

• Experience  

– should preferably include hospitals and PHC, also public and private sector 

– Mentoring and in service training offered  

• Major focus on inspector competencies and skills  

– Assessing quality RELATED risk in a healthcare environment  

– Negotiation and communication  

– Training as a Peace Officer  

• Ethics and code of conduct fundamental 

– criminal record, financial judgement or misconduct will exclude from recruitment   

– Must sign Code of Conduct  
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Voluntary   
Compliance 

Consultative 
platforms 

Publication of 
Norms and 
standards 

OHSC awareness  
and guidance  

Self assessment 
and response 

Reporting 

Regulated 

Compliance 

Selection 

Inspection by OHSC 
Section 82(1) 

 
Section 82A(2)(a)-(d) 

Compliance notice 
Section 82(A (1) 

Protocol prescribed by 
OHSC 

Section 82A (2) (d) 
 

 

Review or Re-
inspection 

Risk Based inspection:  
early warning, poor or 
declining compliance 

 

Critical or Persistent Non 
Compliance Confirmed 

Enforced 

Compliance 

  Nature, Extent, Gravity 

& Severity of non 
compliance     

  

NPA 

Fine 

C
r
im

in
a
l 

p
r
o

c
e
d

u
r
e

 

Revocation 

Recommendation 

     Response 

       Warning 

Section 82(4)(a)-(f) 

  
c
iv

il
 p

r
o

c
e
d

u
r
e

 

   Hearing   

Certification 
of 

Compliance 

OHSC Inspection Framework*  

*Risk Based Inspections may be 
triggered after the first Inspection 

* 

Appeal 
Section 
82A(3)  

Action by HE and 
relevant authority  

* D Lamola 

Recognition  
of 
excellence  



….Inspection framework  
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Voluntary compliance Regulated compliance Enforced compliance 
 

o Corporate and strategic 
activities by OHSC to guide and 
promote compliance  
 

o Initiative and effort by HE to 
voluntarily self check and 
improve 

o Compliance with other 
regulated requirements not for 
assessment purposes e.g. 
profiles 

o Publication of information 
(best and worst) 

o Assessments conducted by 
OHSC  

o HE is exposed to external 
evaluation 

o Baseline findings are made  
o Risk is identified 
o Actions that are necessary to 

bring about compliance are 
determined 

o Compliance is acknowledged 
and certification takes place 

o Steps are taken by the 
OHSC which are  more 
restrictive and obligatory 

o Response is compulsory 
o Escalation of non 

compliance matters to 
levels of authority outside 
the HE.  

 
 

All phases aim to implement regulated requirements of the NHAA and regulations. 
In terms of the regulations :Set out procedures and processes for the collection of information; The certification of health 

establishments; The conducting of inspections; The dealing with non-compliance with prescribed norms and standards 
As well as procedures and processes for the consideration, investigation and disposal of complaints related to non-compliance with 
prescribed norms and standards 



Inspection process and  report/findings 

Activity  Proposed timeframes Currently 
/recently 

Inspection  

 

Unannounced  Same  

Preliminary report 

 

Within 20 days Immediately  

Comments 

 

Within 20 days 10 days 

Validation and quality 

control 

 

Final report 

 

20 days after receiving 

comments 

20 days  

Compliance notice 

Certificate of compliance 

After issuing the notice Immediately -- 

None  



CONCLUSION  
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