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Draft: National Health Amendment Bill

A Summary of the Verbal Submissions and Questions Raised on the National Health Amendment Bill [B24-2011] during the Public Participation Process 

Bill: B 24- 2011 
Stakeholder comment and suggestion
Comments, suggestions or Questions asked by Committee
To amend the National Health Act, 2003, so as to provide for the establishment of the Office of Health Standards Compliance and, for that purpose, to insert, substitute or delete certain definitions; to delete, revise and insert certain provisions.
Laboratory Medicine Group (LMG): Monitoring should be included in the objectives. Should be similar to a Schedule 3 Public Finance Management Act (PFMA) entity.  

Innovative Medicines South Africa (IMSA): Commend the objectives especially quality. 

Most, if not all submissions, supported the establishment of the Office of Health Standards Compliance (OHSC) and the Ombud.

Independence/ autonomy of OHSC
Pure Health Consulting: The regulator should be a public entity as it would have greatest autonomy and promote public confidence. It would need a board or council for strategic matters with a CEO to handle day-to-day operations. This would also shield the Minister from expensive litigations due to claims of poor quality of health care. OHSC should have more powers: Adjudicative (settle matters judicially) vs., Commission (no powers- merely provide recommendations).

National Pathology Group (NPG): The Office of Health Standards Compliance’s (OHSC) independence must be explicitly guaranteed, and must not only be an advisory body to Minister. It should be accountable to parliament to prevent potential erosion of independence. The independence of the OHSC should be secured by explicit wording in the bill. With regards to the quality and the group that measures quality also being measured, the question arises of “Who guards the guards?” Far better to have an independent body to prevent the possibility of subversion or outside influence.   

Hospital Association of South Africa (HASA): Independence from political influence and other external influences is one of the fundamental principles that must govern the structures and operations of the OHSC. The other two fundamental principles are neutrality and transparency, and effectiveness. As currently envisaged by the NHA Bill, the OHSC will be established and key appointments will be made by and accountable to the Minister. The OHSC and its functions will by no means be independent from the Minister of Health and therefore unlikely to operate as a neutral and unbiased regulator. The lack of independence may result in governance structures being ineffective due to a conflict of interests, and as a result may hinder performance of the health care system. There might be bias in that the OHSC may apply different levels of rigour in its assessment of public sector facilities to that applied for private sector facilities, leading to discriminatory enforcement. 

LMG: Independent and fee retention such as the South African National Accreditation System (SANAS), Competition Commission etc. The Medicines Control Council (MCC) is not a Schedule 3 entity and therefore may not retain fees etc. which have led to challenges.

SALDA: Not sure what a schedule 3 entity is, but if it means reporting to Parliament, then yes.

SA Private Practitioners’ Forum (SAPPF): Independence of the OHSC is important. Preferably by a separate statute. In the future an independent National inspectorate will carry out inspections. OHSC should report to parliament directly. Determining Norms and Standards: the Minister is not obliged to consult. The Minister and the Department are also service providers and should therefore have no influence on setting norms and standards. The Ombud should be separate from the OHSC with own separate office and should be able to dispose of complaints without depending on the CEO or Minister. 
It is the core business of the Department of Health and the Minister of Health to see to it that people have quality health service. Why is the issue of independence highlighted? 
The department and Minister agree that health indicators are poor- would they hide this?
Should the Office be a Chapter 9 Institution?
Duplication and concurrent jurisdiction 
Pure Health Consulting: Concurrent Jurisdiction with Consumer Protection Act, Pharmacist Act and Health Professionals Act should be dealt with. Suggestion for a co-ordinated approach where the Office works with other government agencies to co-ordinate actions and avoid duplication. Reduce the regulatory burden of health establishments and develop memorandums of understanding (MOUs) between regulators and Information Sharing Protocols (Health Professions Council of SA (HPCSA), SA Nursing Council (SANC), South African Pharmacy Council (SAPC), Medicines Control Council (MCC), Public Protector, SA Human Rights Council (SAHRC), and Auditor General of South Africa (AGSA)).

LMG: prevent conflict and duplication, example the Health Professionals Act- yet you have a different inspecting authority to inspect.

Pharmaceutical Industry Association of South Africa (PIASA): Overlap and duplication w.r.t. Medicines and Related Substance Act. Avoid duplication and confusion by providing for exclusions. More detail and harmonisation needed. Pharmaceuticals already have robust controls set by the MCC, as well as the SAPC.

Grading Risk
Pure Health Consulting: Grade hospitals into various levels of risk and target all high risk institutions for inspection annually, whilst lower risk institutions can be covered in a 3-yearly cycle. Lower risk institutions can be sampled randomly. This would be best use of available resources.
It is a good idea to grade the riskiness of a hospital. Patients therefore might be able to decide which hospital they would prefer to attend. 
“May” vs. “Must”
Pure Health Consulting: Does not have a legal background but would concur with the concern raised by the committee.
“May” vs. “must”: Concern that use of “may” will weaken the legislation and it will thus not be enforced. 
Clause 77(1)
SALDA: Independent by default, but not spelt out. Structure could be similar to the Medicines Control Council (MCC) which currently cannot retain fees.

Schedule 3 organisation. Public Finance Management Act clearly outlined.
W.r.t. Independence of the Office of Health Standards Compliance (OHSC) 77(1) “Juristic Person”- Can she be sued? Does this mean patients cannot sue the Minister of Health for what they have done?
Norms and Standards
National Pathology Group (NPG): Core Standards.
Clinical governance refers to compliance with norms and treatment guidelines or protocols. These should be set by professionals working in the specific fields using the best scientific evidence. Clinical guidelines should be authorised under the Health Professions Act to diagnose and treat specific conditions. 

Hospital Association of South Africa (HASA): Bill does not define clearly and precisely the terms “Norms and Standards”. It is important to distinguish the quality standards envisaged in the NHA Bill from clinical pathways which are already set out in various Clinical Practice Guidelines provided by authorities which operate outside the jurisdiction of the NHA Bill such as the Colleges of Medicine, South African Medical Association etc. 
The NHA Bill should define the terms “Norms and Standards” and any functions of the Office under these “Norms and Standards” such that it excludes any issues relating to rationing or affordability constraints of the health care system from the provisions of the OHSC. The mechanism for addressing issues of affordability and rationing should be provided by a separate authority to prevent any conflict of interests. Setting of prices in the private health sector by the Minister, according to a recent (2010) judgement against the Minister of Health, would be unlawful. 
The process that will be used to arrive at the “Norms and Standards” should be defined and documented as these processes require significant expertise and collaboration and consists of detailed data collection and international benchmarking. The NHA Bill does not provide any detail on how this process will be carried out. 
HASA recommends a Board of Health Standards be established with the responsibility to set norms and standards. The OHSC would then be established with the responsibility to monitor and enforce these standards by certifying compliant providers. 

Publication of Standards
National Pathology Group (NPG): Issuing of Standards: Bill does not provide for process in terms of which standards will be issued. To be prescribed by Minister on advice of the OHSC. No effective way for publication of standards. Amendment Bill should allow the OHSC to issue standards as notices, similar to Health Professions Council (HPCSA) to Council for Medical Schemes (CMS). It should also oblige the OHSC to publish all standards for public comment.

Clause 77(2)(b) “fees received for services rendered.”
Hospital Association of South Africa (HASA): Insert “Pursuant to the fulfilment of its powers and objectives by the Office” 

Clause 77 (A), (B)  and (C)
Hospital Association of South Africa (HASA): Propose: (A) Establishment of the Board of Health Standards; (B) Objects and Powers of the Board; and (C) Members of the Board.

Clause 78 Objects of Office
Hospital Association of South Africa (HASA): Insufficient clarity on what the “Norms and Standards” will be used for. It is unclear from the NHA Bill whether the OHSC will just accredit and certify or will serve as the licensing authority. This should be included in Section 78 of the Bill. Furthermore, the setting of standards would have to precede the operations of the OHSC and should be inclusive and widely accepted by relevant stakeholders.  
Propose replace “Minister” with “Board” and further significant amendments to the functions of the Office.

IMSA: Propose the OHSC should have advisory and policy making expert committees to assist.

78 (b) ensuring consideration, investigation and disposal of complaints relating to non-compliance with prescribed norms and standards in a procedurally fair, economical and expeditions manner. 
No response.
Disposal of Complaints?
79. Functions of the Office
IMSA: Wording allows for overlaps and possible conflict: multiple laws of equal standing with 2 different sets of requirements and enforcement. 
Yes, regulations needed but areas of the Bill are vague and need to be further defined and clarified. Also continuity of the CEO etc. could lead to interpretative differences. 

Shouldn’t some things be covered by regulations otherwise act too bulky?
79A (1) Appointment of the CEO
Financial Planning Institute (FPI) and Business Unity South Africa (BUSA): Proposes “The Minister must, after consultation with NEDLAC, subject to laws governing the public service, appoint a fit and proper and suitably qualified South African citizen as the Chief Executive Officer of the Office”

79 (e) “negotiate cooperative agreements with any regulatory authority in order to- 
	Coordinate and harmonise the exercise of jurisdiction over health norms and standards; and

Ensure the consistent application of the principles of this Act.”
SADA: Negotiations could build harmonisation. Standards should be set in the open forum with other regulatory bodies.

S Mbara: Delegations of powers and assignment of duties- there are adequate skilled executive officers in the public health institutions but they must be properly allocated etc.

IMSA: only S79(e ) refers to harmonisation- Should be re-done as laws of equal standing would mean the executive would not know which Act supersedes the other.  
Implement harmonisation - negotiation could lead to possibility of dispute. 
S79D (5)(a) “furnish the Minister with information or a report in respect of any case, matter or subject dealt with by the Office; and 
(b) provide the Minister with reasons for any decision taken by the Chief Executive Officer, an inspector or any other employee of the Office.”
Pure Health Consulting: OHSC should be publicising report, whilst informing the Minister of Health. There is no provision for sanctioning by the Minister of Health.
Not each and every report in full, however, an executive summary (perhaps one page with a grade A, B, C etc.
Public Reporting- Should all reports be made public, even reports on quality?
Clause 79(1)f “recommend quality assurance and management systems for the national health system to the Minister for approval;”
Southern Africa Laboratory Diagnostic Association (SALDA): Clause 79(1)f represents a possibility of duplication as quality assurance and quality management systems are already legislated for by the Medicines and Related Substances Act (No. 72 of 2008) (and exist for IVDs in the form of ISO 13485).
The Act should delineate what it will do vis-à-vis existing legislation. 

NPG: Certification should be changed to accreditation. The South African National Accreditation System (SANAS), the existing accreditation structure in pathology, is an internationally recognised accreditation and monitoring system created by the Accreditation for Conformity Assessment, Calibration and Good Laboratory Practice Act (No. 19 of 2006). It falls under the Department of Trade and Industry (DTI). Suggest using SANAS accreditation as the method of “certification” for pathology.
Core standards should not be enforced, which could potentially conflict with those set elsewhere on clinical governance or equipment.   

LMG: Definitions of quality assurance, quality control and total quality management are missing from the Bill.
Avoid duplication with existing systems.
79(2)(e) eliminate conflict with legislation governing standards. Support mandatory accreditation of all laboratories but where already existing by a statutory body, should be exempted. Laboratories are included in the definition of Health establishment but have specific requirements. 

Pathcare: Duplication of concern w.r.t. OHSC certification versus existing accreditation process for medical laboratories. Existing standards are very robust and exemptions should therefore be allowed. 

SA Medical Device Industry Association (SAMED): general statements have different meanings in different contexts. Suggestion: All the standards should be published in draft format prior to finalisation to address concerns raised. 
Clause 79(1)f: Quality assurance and quality management represents duplication - please elaborate. 

If SANAS is currently in existence, why are health standards still so poor? (Not to be answered in session)
Clause 81, 81 A and 81B (Ombud)
81 Appointment of Ombud; 
81 A Functions of Ombud; and 
81 B Independence, impartiality and accountability of Ombud.
Pure Health Consulting: Clause 81 (A) 9 and 10 implies reports and recommendations go to the CEO who may request intervention from Minister of Health, provincial MEC, or member of Local Government Council member responsible for health. 
It is the CEO’s choice/prerogative versus obligation or responsibility to request Ministerial etc. intervention.

SALDA: the Ombud should make a decision. There is a danger that political issues might influence decision otherwise.  Refer to 81 (A) and 88. Talks to “recommendations” not a ruling. Recommendations can be changed. Cites UK system where the Quality Body is completely independent and rulings must be complied with within 30 days. W.r.t. independence the Ombud can only make recommendations- not a ruling which is binding on the Minister. Issues could arise here
                                                                                                                                                                                                                       
Hospital Association of South Africa (HASA): Nominations for Ombud should be made via public participation process. Thereafter the proposed Health Standards Board and the Minister must reach mutual agreement on the person to be appointed as the Ombud who would be accountable to the CEO and the Board.

S Mbara: Accessibility and relevance of the Ombud to society must be taken into account. Experience, occupational ethics, and reputational check must be conducted. 
How will complaints from the public be dealt with?

D Kiewiets: Concern about the Ombud. In the Western Cape, an Ombud was appointed without necessary norms and standards and terms of reference. No difference was seen and anger in the community exists. What difference will the Ombud really make on the maternal and infant mortality?

FPI and BUSA: proposes to amend Section 81(1) to: “The Minister must, after consultation with NEDLAC, appoint a fit and proper and suitably qualified South African citizen as Ombud”
On Functions of Ombud propose: “The Ombud to consult where appropriate and desirable with the Consumer Commissioner”
What is wrong with Clause 81?

Clarify: what is concern about only wait for Minister of health intervention?

Is there a suggestion that the Minister could change it?

“Independence” needs to be defined when going clause by clause.
Proposal for an Appeal Board
Hospital Association of South Africa (HASA): Propose an Appeal Board to allow health establishments the right to appeal or review a notice of non-compliance by an inspector in terms of provisions of Section 82A(1). Should consist of a retired judge or magistrate as the Chairperson, and two persons with broad knowledge of the health care industry.

Clause 82(A) Non –compliance with prescribed norms and standards
SALDA: The legislative provisions do not support independence. Regulations to be mandated by clause 82(A) on this aspect.

Clause 89 Offences and Penalties
SALDA: R10 million very high. Should be a structured process. Sanction and penalties should be aligned with offence. Also depends on the interpretation of the CEO - who is going to be fined? The CEO of the health establishment, or the person or doctor who committed the offence?

Pure Health Consulting: Progressive approach to enforcement- closure of health facility only if an alternative unit is available.
“Penalties stiff but cannot reverse lives lost.”


