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Background to the Office of Health
Standards Compliance
• Conditions that gave rise to the OHSC
• The statutory vision for the OHSC
• Lessons from international and domestic
practice
• Improving responsiveness of health services
to the users

Vision, Mission of the OHSC
Our vision:
Safe and Quality Healthcare for all
South Africans

Our Mission:
We act independently, impartially, fairly and fearlessly in
guiding, monitoring and enforcing health care safety and
quality standards in health establishments to serve the people
of South Africa
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MACRO DYNAMICS

Underpinning principles

•
•
•
•

The right to health (services) in all its forms
and at all levels contains the following
interrelated and essential elementsAvailability.
Accessibility.
Acceptability.
Quality



CESCR General Comment No. 14: Contained in Document E/C.12/2000/4)



MANDATES
The Constitution
Section 27(1)Right to health care services
Section 27(2) imposes an obligation on the state to take ‘reasonable measures to
achieve the progressive realization of this right’.

Office of Health Standards Compliance -NHAA 12, 2013
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”

Regulatory framework

Why regulate
To ensure

Through

Transparency and
openness

Equal access to
health care

Reasonable
effective
competition

Improving
individual
behaviours and
moral norms

Processes and
procedures

Minimum
national
standards
that cut across

Parity in public
and private
service
provision-NHI

voluntary and
enforced
compliance entities

OHSC Inspection Framework*
Voluntary
Compliance

Regulated
Compliance

Enforced
Compliance
Nature, Extent,
Gravity & Severity of
non compliance

Selection

Consultative
platforms

Inspection by OHSC

* Section 82(1)

OHSC awareness
and guidance

Warning

Compliance notice
Section 82(A (1)

Response
Self assessment
and response

Protocol prescribed
by OHSC
Section 82A (2) (d)

Action by HE and
relevant authority

Reporting

Recognitio
n of
excellence

Certificatio
n of
Compliance

*Risk Based Inspections may
be triggered after the first
Inspection

* D Lamola

Recommendation

Hearing
Revocation

Review or Reinspection
Risk Based inspection:
early warning, poor or
declining compliance

Critical or Persistent
Non Compliance
Confirmed

Appeal
Section
82A(3)

Fine
NPA

civil procedure

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

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

Criminal procedure

Publication of
Norms and
standards

Legislative provisions wrt regulatory
coordination
• 79 2 The Office may..
• (c) liaise with any other regulatory authority and may, without
limiting the generality of this power, require the necessary
information from, exchange information with and receive
information from any such authority in respect of –
• (i) matters of common interest, or
• (ii) a specific complaint or investigation; and
• (d) negotiate cooperative agreements with any regulatory
authority in order to
• (i) coordinate and harmonise the exercise of jurisdiction over
health norms and standards and
• (ii) ensure the consistent application of the principles of this
Act
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Stakeholders
Private Health Care
• Hospital groups
• The Council for Medical
Schemes
• Board of Healthcare
Funders
• HASA

Other Regulators
• Health Professions Council
(HPCSA)
• South African Nursing
Council (SANC)
• Pharmacy Council
• Medicine Council

Possible areas of collaboration
•

•

•

•

Sharing of information
– Early Warning System
– Results of inspections
Complaints
– Public communication (who to approach for what)
– Internal complaints referral (against criteria)
– Internal complaints reporting
– Sharing of approaches, standards etc
– Joint investigations
Norms and Standards
– Review for relevance, consistency
– Mutual recognition / application / enforcement
Inspections
– Sharing of results (preparation)
– Recognition of inspection findings (on-site)
– Joint inspections
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Interplay between public and private
health
Public sector
Unacceptably poor quality and unsafe
health services
Focus on priority health outcomes
Under resourced / over-burdened
System characterised by a lack of
accountability at multiple levels
Bureaucratic processes-centralised
resources
Heavy political inclinations

Private sector
Probably better resourced (no baseline
yet)
More flexible interventions for
resourcing
Information asymmetry
Hospi-centricity vs. PHC
Quality of care not always topscomplaints
Indeterminate data on health outcomes
Inefficient and costly private health care

PUBLIC: COVERAGE BY TYPE
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PRIVATE: COVERAGE BY TYPE

The legal powers of inspectors (S
82)
• Enter with or without a warrant
• Inspect, photograph, copy, test or examine any
document or record
• Seize any document or record
• Examine any activity, operation or process
• Issue a compliance notice to the ‘person in charge of
the health establishment’

Consequences
• If the person in charge of the health
establishment fails to respond to a request for
a response referred to in sub-regulation (4), or
provides an unsatisfactory response, the
Office
may, after considering all the factors listed in
sub-regulation (3) -recommend to the relevant
authority any appropriate and suitable action,
in terms of section 82A(4)(c) of the Act

Enforcement powers
• For persistent non-compliance; considering the
nature and extent of the breach
• Warning
Hearing for
representations by
• Request for written Response
HE’s before imposing
this actions
• Recommendation to the relevant authority
• Revocation of Certificate of Compliance and
recommendation to the Minister closure of the whole or part
of a health establishment

• Fine
• Prosecution

The OHSC, and the future link to funding
(White paper: National Health Insurance for Universal
Healthcare Coverage)
Services to

Monitoring
of risk

OHSC

Certification
Compliance
with standards
& norms

be provided

NHI
xx
fund

Contracting

Service
provision

Cost / price

Certification of compliance with norms and standards
as a pre-requisite for funding
Appeal to social solidarity underpinning UHC must also address :
–Acceptability and responsiveness of services - a key factor in public acceptance / or
opposition, patient choice
–Effectiveness and efficiency - will be critical in accounting for (increased) public
funds

MICRO DYNAMICS

THE INSPECTORATE HAS SEVEN STRATEGIC
OBJECTIVES ALIGNED WITH ONE STRATEGIC GOAL
Strategic Goal

Strategic Objectives

1.

2.
3.

1.

Health Establishments (HEs) comply with quality
norms and standards

4.
5.

6.
7.
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All HEs obligated by prescribed norms and standards
/ regulated are registered annually for purposes of
monitoring and inspections
Guidance is provided on compliance with norms and
standards for regulated HEs
Compliance with quality standards in regulated
health establishments is monitored and inspected at
least every 4 years and relevant action is taken
Non-compliant HE are subjected to re-inspection or
review within 6 months
Health Establishments found to be compliant with
prescribed norms and standards are certified.
Enforcement action is effected with respect to
persistently non-compliant health establishments
An early warning system of potential situations of risk
is implemented by HEs to prioritise inspections

Process followed in drafting
regulations
Procedural regulations
•

Identify areas not covered in
NHAA requiring further clarity

Norms and standards regulations
•
•

•

Review procedures
developed by inspectorate
over preceding 3 years

•
•

•

Obligation on OHSC and on
HE

•

•

Best practice nationally and
internationally

•
•

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, Infrastructure and equipment)
Review applicability and customize to
functional areas
Select for regulation
Extensive user, provider
and expert input

Scope of the regulated Standards
and Norms (N&S)
• “The Minister may, after consultation
with relevant regulatory authorities, issue
different norms and standards for
different types of health establishments”
(S90 (e))

•Types of Health Establishment
covered by these N&S (phase 1):
1.Public hospitals
2.Public clinics and CHCs
3.Private hospitals and clinics
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Next Phase of
N&S:
1.EMS
2.Mobile services
3.GP practices
4.Specialist rooms
5.Frail care
6.Step down facilities
7.Specialized services

PURPOSE OF PROCEDURAL
REGULATIONS …. continues
MANDATE

DUTIES OF THE
OFFICE

MONITORING

PATIENT SAFETY

COMPLIANCE
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Basic view of a functional area – linkage with
standards Example for a
D2 – Clinical governance and clinical care

clinical ward
D1 – Patient rights

2.1 Basic patient
care

2.2. Priority
programme
reliability of care

2.3 Clinical
governance and
leadership

2.4 – 2.5 Clinical
risk – high risk
patients and
procedures

2.6 Infection
prevention &
control,
decontamination
, environmental
cleaning, HCRW

1.4.
Continuity
1.1 Dignity
1.2
of care –
and
informatio
referrals
respect n for users
up and
down

D3 – Clinical Support services
3.1
Pharmaceutical
3.2 Diagnostic
services –
services – labs
medication
and radiology
management,
results
prescribing and
dispensing

25

3.3
Therapeutic
support – care
in wards

3.4 Health tech
– functional
5.4 Quality
essential
improveme
equipment for
nt
range of
services

1.5
reducing
delays –
waiting
times if
relevant

1.8
Compliant
managem
ent –
access,
results

D5 - 7

6.1 – HR

6.2 –
Finance –
cost
centres

6.6 –
6.3 –
Patient
registration
7.1 -7.2
7.4 – 7.7 –
Supply
chain –
and
Buildings fit safe and
secure,
functional records – if for service,
assets and relevant i.e Communic linen and
ation
food
maintenan OPD and
ce
A&E and
Clinics

CONSIDERATION OF COMPLAINTS

OHSC as an advocate for patients
• Mandate: protect and promote the health and safety
of users of health services
• Standards include a specific focus on how users
experience care
– Sub-set of “6 priorities” or non-negotiables based on
user concerns and complaints
• Inspections include interviews with patients
• Results / assessment reflects actual situation as
user would experience it - “management rationale”
does not alter this
• “Collect any information” (EWS)

Early warning system (EWS)
Certified HE or listed HE on
register

Monitoring
unit

Monitoring system:
facility profile submission, self assessments,
EWS

Low risk

Medium risk

High or extreme risk

Schedule inspection before 4
years

Annual Self reporting &
renewal within 4 years

Schedule inspection as soon
as possible

Scheduling/
planning

Inspectorate
unit

Conduct inspection

Verify, comments etc.

Yes
Process for
certification
/ renewal

Is HE
compliant?

Certification and enforcement unit
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Compliance
notice
No

Review OR 1st
re-inspection
Compliance
notice
2nd reinspection

Enforcement

Complaints consideration,
investigation and disposal.

Complaints received by far
• A total of 73 complaints were received
• 57.5% (42/73) were regarding the private health sector
and
• 42.5 % (31/73) public health sector.

• In the absence of regulations the Office was unable to
investigate complaints from the private sector,
• complaints regarding professional conduct were referred
to the relevant professional councils and 19.2% (14/73)still under investigated
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