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I ntroduction

The AIDS Law Project (ALP), AIDS Consortium (Consom) and the Treatment
Action Campaign (TAC) welcome the release of thaftdNational Health Bill (the
NHB or the Bill), published for public comment onNbvember 200%,and to be
tabled in Parliament later this year. In taking thpportunity to make representations
on the proposed Bill, we recognise that the esthiyient of a national health system
to “encompass public, private and non-governmepaliders of health services” and
the provision of “the best possible health servited available resources can afford”

are essential components in addressing the apaitdggcy of injustice and inequity.

That the state has positive obligations to redhseright of access to health services is
expressly recognised in the NHB. In developing gislative framework that is

intended to form an integral component of the &atenstitutional obligations in

1 GG No. 22824 at 12.



respect of health care services, the Bill recognibe need to “[e]stablish a health
system of decentralised management, governancearods enquiry and advocacy
which encourages participation by everyone”, ad a®lto “[pJromote a spirit of co-

operation and shared responsibility among publmn-governmental and private
health professionals and providers and other ratesectors”. Central to the concept
of the co-operative management of health servisethé recognition that national
government is responsible for the development @ititmal guidelines, norms and
standards”, with “each province, municipality anstxct ... address[ing] questions of

policy and delivery of service$”.

To the extent that such issues are addressed,HiBevill go some way towards the
progressive realisation of the right of accessdalth care services. In particular, the
ALP, Consortium and TAC recognise the importang ttol be played by the following

provisions:

the rights and duties of both health care provideds users;

» the Minister's obligations regarding the renderiofy basic health
services

» the codification of legal requirements relatingritormed consent and
patient confidentiality:

» the duties of users, particularly the requirememt thealth care
providers be treated with dignity and respect;

» the codification of the rights of health care pdaiis to a safe working

environment and non-discrimination on the basisezflth status;
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» the establishment of crucial health structures sagcthe national and
provincial health authorities, the National Healtlanagement
Committee, provincial inspectorates for health leighments, the
Essential National Health Research Committee ared National
Health Ethics Council, to name but a féw;

» the requirements relating to the preparation oionat and provincial
health plans;

» the establishment in law of the district healthtesmfLO

» the recognition that “a co-ordinated relationshgivieen private and
public health establishments in the delivery of Ite@ervices” is
crucialt

» the codification of a non-profit blood transfusiservice*?

» the setting of criteria by which health researcloniies are to be
determined= and

» the national health department’s acceptance obresbpility for norms

and standards of health care for convicted persam$ persons

awaiting trial™*

It is our submission, however, that in key respéoesNHB not only undermines the

right of access to health services, as entrenaihaeddtion 27 of the Constitution and

’ Sections 23 and 24.

8 Sections 28, 35, 30, 38, 81 and 84 respectiveile the ALP, Consortium and TAC welcome the
establishment of such bodies, we recommend that ribl@ationship to each other be revisited. For a
more detailed discussion of this issue, pleas¢rseanalysis of chapter 3 below.

® Sections 32 and 39 respectively.

10 Sections 40 — 46 inclusive.

' Section 57.

12 Section 65.

13 Section 82.

14 Schedule 1: Part A(5)(f).



as understood in the light of the Constitutional@alecisions irSoobramoney v The
Minister of Health, Kwazulu Natand Government of the Republic of South Africa
and Others v Grootboom and Othgrsut also the Bill's stated objectives. Further,
numerous provisions of the NHB raise concerns irgatto constitutionally
entrenched rights to privacy, bodily and psychaiabiintegrity, and academic
freedom and freedom of scientific research. Intaad many provisions raise rule of
law concerns. It is in respect of such provisitimat this submission is primarily

concerned.

Before analysing the NHB in detail, we believe thttention needs to be drawn to
section 2 of the Bill which states that “where aftiot arises between the provisions
of th[e NHB] and those of any other health legiskat with the exception of
legislation that expressly amends th[e NHB], thevimions of th[e NHB] will apply.”
This provision arises in the context of legislattbat fails to mention which statutes it
repeals or amends. This is quite unusual, givahdtaft bills published for comment

usually detail the extent to which they repealmead existing legislation.

In the absence of such a provision, the effecthef NHB is to render certain
provisions of other health legislation of no foarad effect, although still valid. This
introduces into health legislation an unaccept#blel of confusion, in conflict with
the rule of law'® which at minimum requires that rules are suffiieolear to enable
the reasonable person to regulate his or her corawordingly. This will hopefully
be resolved when the Bill is tabled, setting ow #xtent to which existing health

legislation is repealed or amended.

151998(1) SA 765(CC) and 2001 (1) SA 46 (CC) respebt
8 The rule of law is entrenched in section 1(c)hef Eonstitution as a foundational constitutional
value.



Chapter 1: Definitions, Purpose and Responsibility for Health

Definition of basic health services

The Minister is “responsible within the limits ofalable resources to ensure the
rendering of basic health servicé§ihich are defined in section 1 as “those services
as prescribed by the Minister, after consultatioththe National Health Authority”.

In essence, the definition empowers the Ministemt@ke decisions that have the
potential to limit access to health care servicébout any direction being given by
Parliament regarding what factors to consider ikingasuch a determination. This is
in contrast with section 82 of the Bill, which setst factors to be considered in

determining health research prioritiés.

Given that the majority of people in South Africa aeliant on the public sector for
the provision of health care services, it is questble whether a power to determine
what in effect will be the extent of health carevemes that most people receive may
be exercised without guidance from Parlianténtn addition, the NHB also confers
authority on the Minister to make decisions regagdivho may receive free health

services in the public sect8tsimilarly without parliamentary guidance.

" Section 4(1)(d).
18 These factors include:
“(a) the burden of disease;

(b) the cost-effectiveness of interventions aimed auceng the burden of
disease;

(c) the availability of human and institutional resa@sdor the implementation
of intervention at the level closest to the affdatemmunities; and

(d) the health needs of communities.”

9 That such decisions are to be taken after conmnitaith the National Health Authority in no way
absolves Parliament of its obligation to provide trecessary framework for the determination of such
crucial issues.

20 Section 5.



Not only is Parliament’s role desirable, it is atsmstitutionally mandated. Writing
for a unanimous Constitutional Court Bawood and Another v Minister of Home
Affairs and Others; Shalabi and Another v Ministdr Home Affairs and Others;
Thomas and Another v Minister of Home Affairs artle@s Justice O’Regan held
that “[iln a constitutional democracy such as otine responsibility to protect
constitutional rights in practice is imposed both the Legislature and on the
Executive and its officials® According to Justice O’Regan, it is the respaitistof
the legislature to ensure that when it confersrdismary powers, the empowering
legislation is drafted in such a way as to limi tisk of an unconstitutional exercise
of such poweré®> To remedy the unconstitutionality caused by abrdiscretionary
power granted in the absence of statutory guidaciceumscribing its use, the
Constitutional Court inDawood referred the legislation back to Parliament to

determine what guidance should be given to thesiteeimakers?

That the Minister would be obliged to exercise pewers in accordance with the
Constitution, in particular in a reasonable mars®ras progressively to realise the
right of access to health care services in se@ibnis not in dispute. Despite the
availability of legal recourse following any unctitigional exercise of discretionary
powers, the granting of such powers in the abserficguidelines is nevertheless
problematic. “The fact ... that the exercise of ascditionary power may

subsequently be successfully challenged on admatisgt grounds”, Justice O’Regan
argued inDawood “does not relieve the Legislature of its consitmal obligations to

promote, protect and fulfil the rights entrenchedhe Bill of Rights.?*

12000 (3) SA 936 (CC) at para 48.
22 |bid.

% See ibid. at para 63.

2% |bid.



The ALP, Consortium and TAC therefore recommend tha definition of “basic
health services” be redrafted as follows:
“Basic health services mean those services asrgyedchby the Minister,
after consultation with the National Health Authri In prescribing basic
health services, the Minister must have regard ngstoother things, to —

(@) the health needs of communities;

(b)  the burden of disease,;

(c) the cost-effectiveness of interventions aimed auceng the
burden of disease;

(d)  the availability of human and institutional resascfor the
implementation of intervention at the level clogesthe affected
communities; and

(e) mechanisms whereby the requisite human and inetitait
resources may be made availabfte.”

Definition of disability

Section 1 of the NHB defines “disability” as “a tprierm or recurring physical or
mental impairment which substantially limits a per's ability to perform an activity

in the manner or within the range considered noforad human being”. This narrow
definition of disability is problematic in that ituns contrary to a broadening

international consensus on the understanding abdity. In short, disability is

generally understood not to be limited to incapacit

In numerous jurisdictions, disability as a legahcept is defined particularly broadly.

In Bragdon v Abboft® for example, the US Supreme Court was asked tidelec

% In this regard, sedreatment Action Campaign and Others v MinisterHsfalth and Others
(Unreported decision of the High Court of South iédr (Transvaal Provincial Division), case no:
21182/2001, delivered on 14 December 2001), whaseticé Botha held that “[o]nly if there is a
coherent plan will it be possible to obtain thetlier resources that are required for a nationwide
programme [to reduce the transmission of HIV frorotmer to child], whether in the form of a
reorganisation of priorities or by means of furtbedgetary allocations.” This holding, in line wihe
constitutional obligation in section 27(2) to taddk reasonable steps towards ensuring that acoess t
health care services is realised, means that #ie & constitutionally obliged to take all readdera
measures to ensure that resources are availakltfeefgrovision of health care services.

6141 L Ed 2d 540.



whether the Americans with Disabilities Act of 19KDA) regards HIV infection is

a disability. The ADA defines disability as follew

“(A) a physical or metal impairment that substditiimits one or
more of the major life activities of such individua

(B) arecord of such an impairment; or

(C)  being regarded as having such impairméht.”

On the basis of subsection (A), the Court held-that

“[i]n light of the immediacy with which the virusegins to damage the
infected person’s white blood cells and the seyaritthe disease. we
hold it is an impairment from the moment of infecti . .. HIV
infection must be regarded as a physiological dsowith a constant
and detrimental effect on the infected person’s ihesnd lymphatic
systems from the moment of infection. HIV infectigatisfies the
statutory and regulatory definition of a physicaipairment during
every stage of the diseasd.”

In addition, it held that—

“[tlhe Act addresses substantial limitations on ondife activities, not

utter inabilities. Conception and childbirth aret mimpossible for [a

person with] HIV ... but, without doubt, are dangesdo the public

health. This meets the definition of a substardtmitation. ...There

are added costs for antiretroviral therapy, supplaal insurance, and
long-term care for the child who must be examined, &ragic to think,

treated for the infection?®

In Australia, the Disability Discrimination Act 199Cth) (the DDA) covers a broad
range of people with disabilities. Section 4 o thustralian DDA defines disability

as follows:

“(a) total or partial loss of the person’s bodily mental functions;
or

27§ 12102(2) of 42 USC § 12101.
28 |bid at 556 - 557.

29 Id at 559.



(b) total or partial loss of a part of the body; or

(c) the presence in the body of organisms causisgade or
illness; or

(d) the presence in the body of organisms capableaasing
disease or iliness; or

(e) the malfunction, malformation or disfiguremeita part of the
person’s body; or

() disorder or malfunction that results in the perdearning
differently from a person without the disorder aalfanction;

() a disorder, illness or disease that affects a p&rsthought
processes, perception of reality, emotions or juslgnor that
results in disturbed behaviour;

and includes a disability that:

(h) presently exists; or

0] previously existed but no longer exists; or
()] may exist in the future; or

(K) is imputed to a person.”

This definition makes it plain that not only areqptions of disability included, but

also mere medical diagnoses of infections like HIVa X v Commonwealth of

Australia and AnotheMcHugh J of the High Court of Australia held that

“[slection 4(1) of the [Disability Discrimination]Act defines
‘disability’ to include ‘the presence in the bodf arganisms causing
disease or illness’; and ‘the presence in the lddyrganisms capable
of causing disease or illness’. HIV is an infeagtiadisease which is
transmissible by the exchange of bodily fluids umithg blood. That
was common ground in the Commission proceedingse Th
Commissioner found that the HIV infection ‘usudiyads to the onset
of Acquired Immune Deficiency Syndrome (AIDS) which a fatal
illness’. It was also common ground that beingatéd with HIV is a
‘disability’ within the meaning of s 4, under one lwoth of the limbs
discussed®

While broad definitions of disability arise primigriin the context of anti-

discrimination legislation, there is no reason éstrict their application, unless the

circumstances so dictate. The ALP, Consortium®h@ submit that the NHB is not

one of those pieces of legislation requiring a mardefinition. To the contrary,

30167 ALR 529 (HC of A) at para 20 (footnotes omtjte
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legislation that will form the basis of a transf@thhealth care sector needs to ensure
that it sets the standard according to which aliepthealth-related legislation

conforms.

Definition of emergency treatment

Section 1 defines “emergency treatment” as “treatméich is needed to treat a life-
threatening but reversible deterioration in a pesstealth status and it continues to
be emergency treatment until the condition of teespn has stabilised or has been
reversed to a particular extent”. In section @ NHB prohibits all public and private
health establishments from denying “a person raggiemergency treatment such
treatment if the establishment is open and ablprdeide the necessary treatment.”
This right to emergency treatment may be “[s]ubjectany limitations which the

Minister or the relevant members of the Executieen@il may prescribe”.

Since the introduction of highly active antiretm@alitherapy (HAART), AIDS may be

categorised as a “life threatening but reversitd¢edoration in a person’s health
status”. In the absence of regulations limitings thight, the combined effect of the
definition of “emergency treatment” in section 1lthvithe obligation on health

establishments to provide emergency treatmenhé&feastablishment is open aable

to provide the necessary treatmientay well lead to the result that all people with
AIDS have a right to HAART at those health estdishents that are providing such
treatment. This would result in overburdening thosstablishments currently
providing HAART, such as many private clinics adlvas antiretroviral programmes
such as those at the Perinatal HIV Research UniChats Hani Baragwanath in

Soweto and the Médecins Sans Frontieres (MSF) ARgramme in Khayelitsha.
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The ALP, Consortium and TAC believe that the déifomi of “emergency treatment”
in section 1 is problematic in that it substanyigtiroader than the Constitutional
Court’s understanding of the concept. The essehttee Court’s narrow construction
of emergency treatment is that “it would make ibst@antially more difficult for the
state to fulfil its primary obligations under sects 27(1) and (2) [of the Constitution]
to provide health care services to “everyone” witlits available resources®.In
essence, “emergency treatment” is not the treatwieabronic or terminal illnesses,
but rather treatment for someone “who suffers alendcatastrophe which calls for
immediate medical attention ... [and who] should Ib®tturned away from a hospital
which is able to provide the necessary treatm&ntrhe ALP, Consortium and TAC
therefore recommend that the following definitioh ‘@mergency treatment” be
adopted:

“the treatment of a life-threatening condition tisnhot the direct result of

a chronic or terminal illness, which shall be disitoued once the

condition of the person has stabilised or has lveearsed to a particular

extent”.
Eligibility for free health services in public héfalestablishments
It is difficult to ascertain which of two possibleeanings to attribute to section 5,
dealing with the powers of the Minister to deteren@ligibility for free health services
in public health establishments. On the first negdthe Minister may “determine
that certain persons are eligible for free heal#rvises at public health
establishments”, with the Minister being furthertbaarised to publish regulations

relating to the conditions of such free access.is Thises concerns relating to

31 Soobramoneysupra note 15 at para 19.
%2 bid. at para 20.
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Parliament’s role in providing sufficient guidanioe the exercise of a discretion that
has the potential to substantially limit rightsasicess to health care services. In the
absence of such legislative guidance, one woulte@xp see the NHB expressly
requiring both broad public consultation and cotaidn with bodies such as the
Human Rights Commission. Without such broad cdasah, or at a minimum clear
guidance from the legislature on the exercise efdiscretion, it would be difficult to
argue that the state is taking “reasonable legisla@nd other measures ... to achieve
the progressive realisation” of the right of accessealth care services, as required

by section 27(2) of the Constitution.

On the second construction of section 5, the Maniss required to determine
eligibility on the basis of conditions as set owmtregulations. As the Bill is silent
regarding who may prescribe such conditions, amérgithe Minister's power in
section 99 to issue regulations “on any matterrdeoto achieve the purpose of [the
NHB]”, the Minister clearly is empowered both tosug regulations determining
conditions for eligibility, as well as determininghich categories of person are
eligible. While this construction still raises seraoncerns relating to the role of
Parliament in providing guidance for the exercide discretions, it is not as
problematic as the first construction that does negjuire the setting of eligibility

criteria at any point in the legislative process.

The ALP, Consortium and TAC recommend that the Nd@Bout criteria in terms of
which the Minister determines those categories efsgns eligible for free health

services, with section 5 being redrafted as foltows
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“The Minister may prescribe conditions subject tbiat certain persons
are eligible for free health services at public ltire@stablishments. In
prescribing conditions, the Minister must have rdda —
(a) the range of free services currently available;
(b) the categories of persons already receiving free
services; and
(c) the impact of the conditions on access to health ca
services”.
Chapter 2: Rightsand Duties of Usersand Health Care Providers
Emergency treatment
In section 7, the NHB prohibits all public and @ie health establishments from
denying “a person requiring emergency treatment steatment if the establishment
is open and able to provide the necessary treatinefto avoid the type of
problematic scenarios outlined earlier (dealinghwite definition of “emergency
treatment”), the ALP, Consortium and TAC recommémak section 7 be separated
into two parts, the first of which sets out thehtigwith the second part setting out
justifiable limitations of the right. In relatioto the right, we recommend the
following formulation:
“Every person has the right to emergency treatmanta health
establishment when it is required.”
In relation to the second, we recommend that ispeesining to the availability of
equipment and medication, the status of a heal#tblkshment and whether or not it is
open, and any other justifiable limitations of thight be set out in detail.
Parliament’s constitutional obligations in termssafction 7(2) “to respect, protect,

promote and fulfil the rights in the Bill of Riglitare best discharged by following

such a course of action.
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Participation in decisions

The ALP, Consortium and TAC are concerned thatriget to participate in any
decision affecting a user’s personal health treatreelimited to the user, and only
where it is “reasonably practicable for the usepadicipate”. It is accepted that there
may well be circumstances within which it is nohgsenable to afford users a right to
participate in decision-making, but to what extehbuld matters of practicality
override constitutional rights to autonomy? We miibthat the test should be
reasonableness, not practicality. Further, shdtultbt be reasonable for a user to
participate in such decision-making processes, épipropriate to afford such a right

to the user’s spouse or partner, or other apprgpperson.

Users’ access to records

Section 16(1) sets out the circumstances in whicpeeson who holds parental
authority over a user who is a minor is to be refuaccess to the health records of
that user. Section 16(1)(b) makes it plain thaser’s consent is always required for
the contents of his or her health records to belalied to a person holding parental
authority over him or her. Without such safeguardéich clearly include all
information relating to sexual and reproductive Itieafforts to reduce the numbers

of new HIV infections amongst youth will be sevgrahdermined.

While welcoming this provision, we are concerneduba number of problematic
issues it raises. In particular, we are concethatlin many cases it will result in a
minor being put in the position where he or shiised to refuse access to his or her

health records. To minimise this negative aspéavlmat is otherwise a desirable
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provision, the ALP, Consortium and TAC recommeng fisllowing reformulation of

section 16(1):

“(@) A person who holds parental authority oversaruwho is a minor
is entitled to have access to the health recordthaif user if a
request for such access is made to the head ofhéadth
establishment, and —

0] the head of the health establishment concerned
does not have reasonable grounds for believing
that the disclosure of the content of that record t
the holder of parental authority could be
prejudicial to the user;

(i) the user, after being consulted by the head of the
health establishment, permits the contents of his
or her health records to be disclosed to the holder
of parental authority; and

(i)  the access would not be in contravention of the
rights of the user contained in the Choice on
Termination of Pregnancy Act, 92 of 1996.

(b) If access to the health records of that usdersed, the head of the
health establishment concerned may not disclose sgrexific
reason for the denial of access.”

Section 16(2) permits the temporary denial to a afaccess to information in his or
her health record “if disclosure of that informatiaould be likely to be seriously
prejudicial to the user”. It is difficult to und#and how such a provision would

operate, given the lack of statutory guidance miggrwhat is to be considered as

prejudicial to the user, or what is understoodh®yd¢oncept of temporary denial.

The ALP, Consortium and TAC recognise the neediniited circumstances such as
severe depression, to permit the temporary denfalaccess to information.
Nevertheless, it is difficult to understand the pmse served by section 16(2)'s
overbreadth. In the result, we recommend thatp#eod of denial be expressly

limited, that the denial be re-evaluated at theirgxpf this limited time period, and
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that section 16(2) expressly set out guidelinesttierdetermination of what may be

considered as being “seriously prejudicial” to tiser.

A general concern raised by the provisions dealiitg users’ access is the potential
for conflict between section 16 of the NHB and tReomotion of Access to
Information Act, 2 of 2000 (the Access to Infornoati Act). As the Access to
Information Act can in no way be categorised adthdegislation for the purposes of
section 2 of the NHB, the Bill needs to set out ¢téent to which the NHB amends
the Access to Information Act in respect of acdessealth records. In addition, the
Access to Information Act should be amended by itteertion of the following
provision:

“This Act does not apply to any person to whom amdhe extent to

which the National Health Act, 2002, applies.”
Health care provider access to health records
Where a health care worker requires access tors usalth records for purposes of
treating that particular user, there can be noatioje to such access, provided that the
user’'s confidentiality is respected. However, @hation to access for purposes of
study, teaching or research, in the absence ofisusonsent such access should only
be allowed as long as the identity of the user mresn@anonymous and the information
is unlinked to any person. While it is in the gabhterest that such information be
available for purposes of study, teaching or redeahere is no public interest served
by knowledge of the user’s identity. As such, mitation of a user's right to

confidentiality would be unjustifiable and theraloyconstitutional.
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Protection of health records

The ALP, Consortium and TAC welcome the inclusidrsection 19, which requires
that measures be set up to prevent unauthoriseessido users’ details and files.
Implicit in the limited rights of access affordednainistrative staff and health care
providers in sections 17 and 18 respectively is @ahaser’s rights to confidentiality, as
set out in section 14, are to be respected. ABosed9 currently reads, it is an
offence to make unauthorised copies of a user'srdebut it is not an offence to
distribute such records. To correct this incoesisy and to ensure that a user’s rights
to confidentiality are indeed respected, we recondrtbat section 19(2) be expanded

so as to include a provision that makes it an afeio breach a user’s confidentiality.

Complaints procedures
To give full effect to the rights of users in resp®f the laying of complaints
regarding health services, we recommend that se@ib be redrafted to read as
follows:
“The relevant Member of the Executive Council, wiltle concurrence of
the Provincial Health Authority, must —
(@) prescribe clear, open and user-friendly procedtoes
be followed by users for laying complaints regagdin
the provision of health services; and
(b) establish mechanisms to inform the users of the
procedures.”
Duties of users
While the ALP, Consortium and TAC welcome provisasetting out the duties of
users, we question the appropriateness of requusggs to “assist in maintaining

health establishments in habitable conditions”. il&/t reasonable to require that

users refrain from engaging in conduct that rendéeslth establishments
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uninhabitable, the creation of positive obligaticcsuld lead to the unacceptable
situation of users—many of whom may be particulssigk—being expected to

provide basic cleaning services without pay.

Non-discrimination on grounds of health

Perhaps most disturbing in this chapter is se@#&R) which grants heads of hospital
establishments discretion regarding the renderfrggrvices by health care providers
on the basis of health status. This raises cosceslating to potential conflict with
the Promotion of Equality and Prevention of UnfAiscrimination Act, 4 of 2000
(the Equality Act). While section 24(2) clearhats that it is “subject to any other
law”, which includes the Equality Act, the expreaghorisation regarding conditions
relating to the rendering of services by healthecg@roviders is nevertheless

problematic.

While the exercise of the discretion is subject the Equality Act and the
Constitution, and has to be exercised “in accordamith any guidelines determined
by the Minister”, the provision clearly falls foaf the requirement set out Pawood
regarding the role of the legislature in protectingromoting and fulfilling
constitutionally entrenched rights. This will beea more pronounced in the absence
of ministerial guidelines, which are not requireg the Bill. To limit an unlawful
exercise of discretion, the ALP, Consortium and TRCommend that section 24(2)
set out objective criteria to prevent unfair diguriation against or the victimisation

of health care providers who may have stigmatisedioal conditions.
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Chapters3and 4: National and Provincial Health Structures

The ALP, Consortium and TAC welcome the establishim& key national and
provincial health structures—the National Healthtt#arity (NHA), the provincial
health authorities (PHAs), the National Health Mgemaent Committee (the
Management Committee), and provincial inspectordtes health establishments
(health inspectoratedj. From our reading of the NHB, however, there appéa be
an unnecessary and problematic overlap of functionembership and lines of
accountability. We believe that this is easily eglied by ensuring that—

» the NHA and PHAs are responsible primarily for ttevelopment of policy
and health legislation, with the NHA being accobigato Parliament and the
Human Rights Commission, and the PHAs being acetmtto their
respective provincial legislatures as well as ®NXHA;

» the Management Committee is primarily responsibletiie co-ordination of
policy implementation and the making of recommeiuat to the NHA on
matters arising from such co-ordination, being aotable to the NHA,;

» the health inspectorates are primarily responsfbtethe monitoring and
evaluation of compliance, being accountable tor tfesipective PHAS; and

» the composition of each structure reflects the tions to be performed, as
well as the need to “[pJromote a spirit of co-opgema and shared
responsibility among public, non-governmental andivgte health
professionals and providers and other relevanossct’

These issues are dealt with in greater detail belogluding a discussion regarding

what is understood by the concept of accountability

%3 Sections 28, 35, 30 and 38 respectively.
34 preamble.
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Performance of national functions by the provinces
While we welcome the provisions relating to theegdetion of national department
functions in the circumstances contemplated inicec26(1), we submit that the
current formulation of subsection (3) may frustraébe efficient working of the
delegation provisions as a whole, and may indeedes® discourage MECs from
making requests for delegation in terms of sect¥@fl)(a). To address these
concerns, we recommend that section 26(3) be tedrsd read as follows:
“The Minister may impose any sughasonableconditions as he or she
deems necessary upon any delegation referred terims of subsection
(1)_, and may at any time vary or withdraw such dtmk if good cause
exists”
Composition of the National Health Authority
If the NHB is indeed meant to “[e]stablish a heakiistem of decentralised
management, governance, research, enquiry and adwowhich encourages
participation by everyone”, as well as to “[p]Jroroa spirit of co-operation and
shared responsibility among public, non-governmengamd private health
professionals and providers and other relevanbsgctit is difficult to see how this
can be achieved—if not frustrated—by the exclusfoom the NHA of key
stakeholders, such as civil society organisatiam$ @rganisations representing the
interests of users. At best, the NHA “may in itiscdetion consult or receive

representations from any person, body or authbfty.

This is not reflected in bodies such as the Natidfealth Ethics Council (Ethics
Council), established in terms of section 84 of Bik. Compared to the narrow

composition of the NHA, the Ethics Council requimssons with specialised skills

% Section 29(4).
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(such as research ethics and ethics education)yelisas representatives of key
organisations and constituencies (such as “commueiresentatives”), persons from
both the public and private health care sectorsyelsas a representative from the
Medicines Control Council. While there may be goedson not to include people
with specialised skills on the NHA directly, redeiy their contributions through the
work of specialist subcommittees instead, ther@dsgood reason for the formal
exclusion of civil society participation. To thertrary, civil society participation in

bodies like the NHA is a necessary component abmat and reasonable policy-

making processes.

If the Bill is serious about participation, it nesedo formalise the role of key
stakeholders. Such a formalised role for civil istc finds support in the
recommendations coming out of the Health Summid relJohannesburg from 18 to
20 November 2001. In particular, the summit gasge to an Action Team—to be
convened by the DG and including key sectors ofl geciety—that is tasked
primarily with “ensuring that the major recommendas of the Summit produce
results for the people®® Under the title of “Consulting those who counthe

Minister is quoted as saying that “health for alllwnly be achieved through the
focused action of every organization involved iraltie and if we draw on the energy
of the communities we serve.” The ALP, Consortiamd TAC submit that the
logical consequence of such an approach is futiggaation for civil society bodies

on the NHA.

% Department of Health, “Health Summit 2001: Reaghut for Better Health for All", Sowetan (26
November 2001) at 23.
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Ministerial membership of the NHA

As a member of the NHA, the Minister has a singiéey and may therefore be
overruled by a simple majority on all matters fafli within the authority’s
jurisdiction®” As Minister, however, he or she effectively hasvprs of veto, given
that the NHA'’s powers are advisory in nature. Rertcomplications arise as a result
of section 29(6), which requires the Minister (&g br her nominee) to preside over

the NHA.

It is difficult to understand how any person mayabeoting member of the very body
tasked with advising him or her, particularly whttrat person heads the body in
qguestion. While the ALP, Consortium and TAC stignigelieve that the Minister
remain a member of the NHA and participate fullytendeliberations, we believe that
the dictates of good governance and accountalbdiyire that the body tasked with
advising the Minister be empowered to reach deassiodependently. This would
entail a redrafting of section 29(3)(b) to reada®ws:
“where decisions cannot be reached by consensusidbision of the
majority of the members of the National Health Aarity, excluding the
Minister, is deemed to be the decision of the National tHe&lithority.”
Powers of the NHA
The NHA's lack of decision-making authority leawbge Minister with the discretion
to accept or reject its advice, being under no @s®uuty to justify or advance good
reason why he or she is not acting on such advit®hile the principles of
administrative law render the Minister's discretiparticularly circumscribed, the

lack of guidelines in the Bill regarding the exercbf such discretion has the potential

%" In terms of section 29(3)(b), the NHA is empowetedeach decisions by a simple majority if it is
unable to reach consensus.
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to undermine the NHA'’s operation and effectivene€¢ear legislative guidance will
go some way to remedy this problematic scenarioh as a requirement that the
Minister provide written reasons if he or she ay éime rejects the advice of the
NHA. To entrench further accountability and toeifull effect to the separation of
powers doctrine, such information should form dra required annual report of the
NHA, to be submitted both to Parliament and the HnrRights Commission (HRC),
the latter being expressly tasked by the Consbitutivith “monitor[ing] and
assess[ing] the observance of human rights in tepuRic.®® The HRC's
participation in the process is desirable givendbmstitutional recognition of access

to health care services as a human right.

National Health Management Committee

It is difficult to understand the rationale behiextending the duties of the National
Health Management Committee (the Management Com)itb include the making
of recommendations to the NHA on “any matter rektio health®® and the
investigation and consideration of “any matter tiatp to health™° rather than
limiting its functions to the co-ordination of poji implementatiori* and the making
of recommendations to the NHA on matters arisimmfrsuch co-ordination. This

broad jurisdiction unnecessarily duplicates certairctions of the NHA.

Further, membership of the Management Committedseebe expanded to include
employee representation if the Management Commiitedo be able to deal

competently with matters arising from the implenagioin of policy. In short, the

% Section 184(1)(c).
%9 Section 31(1)(b).
0 Section 31(1)(a).
41 Section 31(1)(c).
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contributions of decision-makers as well as impletaes are crucial to the efficient

and effective functioning of the Management Comeeitt

Preparation of national health plans

Section 32, dealing with the preparation of natidrealth plans, recognises that the
preparation of strategic medium term and annualtthegalans is central to the
“exercise of the powers and the performance ofndgonal department” as well as
the budgetary process. This is to be welcomeédchbes the finding of Justice Botha
in Treatment Action Campaigtmat proper planning is central to the marshallifig
resources required for the implementation of hepitygramme$? Only with such
planning “will it be possible to obtain the furtheesources that are required ...
whether in the form of a reorganisation of priestior by means of further budgetary
allocations.*® Express statutory recognition of the obligatiordavelop health plans
provides a much needed framework for the takingredsonable measures for

realising the right of access to health care sesvic

Provincial Health Services

In terms of section 34 of the NHB, “[e]very proviakthealth department must act in
accordance with policy determined by the Nation&akh Authority in terms of

section 29 when establishing and operating itsthesgrvices”. Although health

services are clearly a functional area of concurtegislative competence, section
146(2) of the Constitution permits national poltoyoverride provincial legislation in

circumstances where—

“2 Supra note 25.
43 |bid.
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“a matter that, to be dealt with effectively, regsi uniformity across the
nation, and the national legislation provides thatiformity by
establishing—
(i) norms and standards;
(i) frameworks; or
(ii) national policies.”
Thus in terms of the Constitution, provincial ldgign would clearly prevail where it
can be shown that uniformity across the nationotsraquired for effectively dealing
with matters relating to specific health servic&3ur concern is that the NHB does
not recognise such constitutional limits on thedigive competence of Parliament.
Therefore, to the extent that section 34 of the N$t§gests that the provision of
provincial health services must always take pladdimthe framework of national
policy, it is problematic. In the result, the ALEBpnsortium and TAC recommend
that section 34 be redrafted as follows:
“Every provincial department must act in accordaneéh policy
determined by the National Health Authority in terof section 29 when
establishing and operating its health serviggsyided that such policy
provides uniformity across the nation where thisiesessary for matters
to be dealt with effectively
Provincial Health Authority
While the composition of a Provincial Health Autitpi(PHA) is similar to that of the
NHA, it does allow for the participation (in an efficio capacity) of “any other
person whom the relevant Member of the ExecutivanCi considers appropriate”.
Thus patrticipation is at the MEC'’s discretion. Veéhive submit that participation by
other relevant stakeholders should be formalisetirant left at the discretion of the

relevant MEC, the discretionary power does raise dfuestion of why broader

participation at provincial level is deemed appiafg, but not at national level.
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We further recommend that the provincial healttatrities and their subcommittees
function in a similar manner to the NHA and its coittees. This would require that
all provincial health structures be accountabletteir respective PHA, with an
allocation of functions to the respective commitethat avoids unnecessary
duplication. The PHASs, in turn, would be accouigdio their respective provincial
legislatures, as well as the NHA. For the sameaes as advanced regarding the
relationship between the Minister and the NHA, veeommend that the relevant
MEC be obliged to provide written reasons if hesbe at any time rejects the advice
of the relevant PHA, and that such information fquart of a required annual report

of the PHA, to be submitted both to the relevaovprcial legislature and the NHA.

Inspectorate for Health Establishments

The establishment of an Inspectorate for Healtll#isthments in each province is to
be welcomed. In particular, we welcome the roleso€h bodies to “monitor and
evaluate compliance by health establishments” thighrequirements of the NHB. Of
concern, however, is the NHB’s ambivalence regaydihe functioning of the
provincial inspectorates in relation to a compkiptocedure. Section 20 of the NHB
clearly entitles any person “to lay a complaintathihe manner in which he or she is
treated at a health establishment and to haveaimplaint investigated”, with section
21 requiring MECs—with the concurrence of the resipe provincial health

authorities—to regulate the procedures governimt) omplaints.

In respect of complaints arising from people otttean users (such as health care
providers), as well as complaints in respect oftenatother than individual treatment

(such as complaints about failures to comply wité provisions of the legislation),
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the NHB is silent. It is submitted that the praval health inspectorates would be
able to operate in a more effective and efficiemnmner if section 21 were to be
redrafted so as to broaden the scope of the complas well as the class of people

entitled to initiate complaints.

Provincial Health Plans

Unlike national health plans, provincial plans a the sole responsibility of the
head of the relevant health department. Accordingection 39(1) of the Bill, the
head of the provincial department is obliged tgppre provincial health plans “with
the concurrence” of the PHA. Further, once thevipal health plans have been
developed—in line with national policy—they must &&bmitted to the DG of the
national department. A summary of these plansigaaith a summary of the national
health plans, is then submitted to the N#Alt is unclear what happens at this stage,
as section 29, which sets out the duties and poofeisee NHA, is silent on the issue
of health plans. It seems as if the NHA does ratehthe authority to determine
whether health plans (including provincial healtans) comply with national policy.

This lack of clarity needs to be resolved.

Chapter 5: thedistrict health system

Establishment of the district health system

Section 40 of the NHB is silent on the purpose upid@ing the establishment of the
district health system. To underscore the objestiof the NHB and the state’s

constitutional obligations regarding the progresswalisation of the right of access to

44 Section 32(2).
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health care services, the ALP, Consortium and TAGmmend that the section be
redrafted as follows:
“In addition to this chapter, provincial legislatianust provide for the

establishment of a district health system in a ip@so as to facilitate
the provision of services in an equitable and effitmanner’

Variation of health district boundaries

Section 42 empowers the relevant MEC, in consolatvith the Minister, to vary an
existing health district boundary, create a newridtsor abolish an existing one. The
Bill is silent as to what would constitute a go@hson for such a decisidh. This
raises issues similar to those dealt viddwood relating to the necessity of legislative
guidance for the exercise of this discretionary @owA simple remedy would be for
the Bill to set out factors, or guidelines, to as¢he relevant MEC in determining if
and when existing health districts should be vawedabolished, or new districts

created.

A further problem is that the Bill does not exphgggve a right to be heard to those
affected by such a variation. While the requiretaesf just administrative action
would demand a right to be heafdawood suggests that this right be expressly
included in the provisions of section 42. An altive solution is to ensure that the
composition of the District Health Authority (DHA}¥ sufficiently representative,
given the requirement in section 42(2)(a)(i) tHa DHA be consulted before such

decisions are made. This may entail the redrafifirgection 43(2).

4% Section 42.
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Chapter 6: Health Establishments

Hospital boards

In terms of section 47(b), the Minister may makegutations determining the

establishment of hospital boards, and in the capaldic health establishments, their
management system. Further, in terms of sectiqd)5&e Minister is obliged to

“appoint a hospital board for each central hospitdior a group of central hospitals”
after consultation with the NHA. In terms of secti53(6), similar powers are
afforded the relevant MECs for the appointment bf aither hospitals in their

respective provinces.

It is unclear whether this applies to private htapj as the Bill provides no definition
of what constitutes a hospital. Private clinicewbver, are clearly excluded, as
management systems of only public health estabksitsn(excluding hospitals) are to
be determined by the Minister. Further, in termsextion 58(1), every private health
establishments “must appoint an administrativeceffifor purposes of liaison with
district health authorities, provincial and natibdapartments.” Read together, these
provisions suggest that section 47(b) does notyapplprivate hospitals. It is
submitted that this should be made express in ilhebB expressly referring to public

hospitals. A failure to do so may result in unrssegy confusion.

Regarding the composition of central hospital bsamwie welcome the participation
afforded to representatives of “communities servgdhe hospital, including special

interest groups representing usefs"as well as “representatives of staff and

48 Section 53(7)(e).
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management®’ We similarly welcome the provisions of section(Z4i) that
formalise participation by “members of the commursérved by the health facility”
on clinic and community health centre committe€bat participation is limited to the
local level, however, and restricted to non-poligking bodies, is again noted as

cause for concern.

In terms of section 53(6), the relevant MEC is &abkith appointing hospital boards
other than those of central hospitals, after cdimguthe relevant PHA in question.
Unlike in relation to central hospital boards, tBél does not determine the
composition of such boards, nor does it determihether the composition should be
determined in terms of provincial legislation, ohether the power of the MEC to
appoint the Board includes the power to deterntieetypes of persons required. The
Bill needs to provide clarity on this issue. Thé&eno good reason why the matter

should not be resolved in terms of provincial l&gien.

As a general rule, the ALP, Consortium and TAC wldiKe to see all powers relating
to the establishment of health establishment managestructures (in section 47(b))
and the provision of health services at hospitalséction 53(1)) being exercised in
consultation with the relevant local hospital boardl local or provincial government
structures, wherever applicable. Such a requirémvenld go some way to ensuring

that the decision-making is informed by local knedde and experience.

47 Section 53(7)(f).
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Provision of health services at non-health estdiolisnts

To give effect to the national health departmeatseptance of responsibility for
norms and standards of health care for convictesbps and persons awaiting tfal,
we recommend that section 55(1)(a) be extendedpoessly mention prisons as a
type of non-health establishment location in respscwhich the Minister may

prescribe minimum standards and requirements &orahdering of health services.

Inter-relationship between public health establigms

Section 56(3) of the Bill permits the use of “a ltle@stablishment other than a health
post, clinic or community health centre without appropriate referral letter”.
Ordinarily, users of health establishments aré fequired to visit a health post, clinic
or community health centre before accessing otleaitlh establishments. If such
health establishments are by-passed in cases tbéreremergencies, a “by-pass fee”

is to be charged.

This provision is problematic in that it permitsege jumping, in effect allowing for

socio-economic status to be the determinant ofssctie health care. The impact of
gueue jumping is that referral procedures are weadkeusers who cannot afford the
requisite “by-pass fee” are required to wait evemger for health care services, and
the goals of primary health care are underminddwel are seriously to address the
inequities inherited from the past, we cannot alfowaccess to health care services
in the public sector to be determined by abilityp#y, particularly when such conduct

serves to reduce existing levels of access.

8 Schedule 1: Part A(5)(f).
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Evaluating the services of health establishments
While welcoming the obligations in section 59(1) af health establishments in
respect of quality requirements, we notice withaan that the express requirements
set out subsection (2) do not include any refereéacgandards of user care. As the
ALP, Consortium and TAC believe that the qualityusier care must be seen as a
priority, we recommend the following reformulatiohsection 59(2):

“The quality requirements contemplated in subsec(ld may relate, but

need not be limited to staffing, equipment, hygiesafety or cost-

effectiveness of serviceand must relate to standards of user céare
Chapter 7: Academic Health Service Complexes
The NHB'’s National Council for Academic Health Seev Complexes will replace
the Policy Council for Academic Health Centres, established in terms of the
Academic Health Centres Act, 86 of 1993. A comgzariof the compositions of the
two councils raises concerns relating to the rolbd played by the Medical Research
Council (MRC). In patrticular, the ALP, Consortitand TAC are concerned that the
President of the MRC, currently a member of thedydCouncil for Academic Health
Centres, will no longer remain a member of the latguy authority responsible for
academic health service complexes. Our causeofresn is heightened by the fact
that the MRC'’s policy-making functions relatingriesearch are to be stripped away,

resulting in the effective downgrading of the MRC.

Chapter 8: Control of the use of tissue and organsin humans
The provisions relating to the use of human tissug organs have their origins in the

Human Tissue Act, 65 of 1983. Despite advancexience and scientific research

49 See the submissions on chapter 9, below, rel&itige role of the MRC.
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over the last two decades, and the shift in Sodtlt#to a constitutional democracy
based on the respect for fundamental human rightsck includes a right of

academic freedom and the freedom of scientific aetg, these provisions in the
NHB bear a remarkable similarity to their HumansTie Act counterparts. Scientific,
legal and political change suggests that a thorsagtvaluation of these problematic

provisions is appropriate.

Purposes for which tissue, blood or gametes aidiypersons may be used

In terms of section 68(2)(d), foetal tissue andcefdal or umbilical cord tissue or
blood may only be used for certain purposes—incdgdiesearch—with the consent
of the Minister, and subject to any conditions @ttd to such consent. This raises
problematic concerns about academic freedom anttébdom of scientific research,
both entrenched in section 16(1)(d) of the Constitu While there may well be
justification for limiting such forms of researde constitutional guarantees cannot

be limited in such a way.

In terms of section 36(1) of the Constitution, tgymay only be limited as long as the
limitation takes place by law of general applicati@and provided “the limitation is

reasonable and justifiable in an open and demacsatiiety based on human dignity,
equality and freedom, taking into account all ral®vfactors”. In terms of section

36(2), if these conditions are not satisfied, astitutionally entrenched right may not
be limited. At minimum, the law of general apptioa requirement serves a three-
fold purpose: first, to ensure that legal ruleg timait rights are accessible; second, to

ensure that such rules are sufficiently clear @mbénthe reasonable person to regulate
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his or her conduct accordingly; and third, to easiimat laws apply generaﬁ)o/. It is
highly questionable whether the manner in which MidB limits freedom of
scientific research satisfies this requirement. rtifar, considerations relating to
Parliament’s obligations to provide a framework hoe exercise of such a power also

arise.

Prohibition on the transplant of gonads

According to section 69 of the Bill, transplantsgafnads (whether removed from a
deceased or living person) where the transplantaesult in procreation, require the
Minister's prior written authorisation. A failureo comply with these provisions
constitutes an offence. This provision raises lsimeconcerns to those raised by
section 68(2)(d), dealing with foetal tissue andcphtal or umbilical cord tissue or
blood. In addition, it raises concerns about igbtrto “security in and control over
[the] body”, entrenched in section 12(2)(b) of @enstitution, as well as rights to

dignity and privacy, entrenched in sections 10 dhaf the Constitution respectively.

Post-mortem examination of bodies

We recommend that section 78(b), relating to theseat of persons other than the
deceased person in relation to a post-mortem, lnded so as to include the partner
(whether same or opposite sex) of the deceasedrpera failure to do so would

result in unfair discrimination on the basis of s&ixorientation and marital status,

%0 president of the Republic of South Africa and AebthHugo1997 (4) SA 1 (CC) at para 102, per
Mokgoro J. Despite Mokgoro J's somewhat contraatend broad understanding of what qualifies as
a law of general application (which does not neaslgsreflect the Court’s position on the mattehe
general purpose of the requirement of legalitygagressed in her judgment) is not in dispute.slt i
only the application of the facts that is placeddigpute by Kriegler J's dissent. Salso Dawood
supra note 21 at para 47.
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both prohibited grounds of discrimination as sett au section 9(3) of the

Constitution.

Chapter 9: Health Surveillance, Resear ch and I nformation

The introduction of a comprehensive regulatory famrk within which health
research will be conducted is to be welcomed, pagily given the inadequacies of
the current regulatory framework. Currently, staty regulation of research on
human subjects is limited to—

» the regulation and control by the MRC of researanducted by its
employees, and people performing such researcbarfon its behalf, or with
its financial assistance or other afd;

» the approval for and the regulation of clinicaalsi by the Medicines Control
Council (MCC); and

« clinical trial guidelines issued by the DepartmefHealth in 20062

It is in the context of a weak existing regulattrgmework that the proposals in the

NHB are assessed.

While statutory regulation of research is clearlyegcessary and justifiable limitation
of the right to academic freedom and the freedoscantific research, the manner of
regulation has to be such so as to ensure thataraas is reasonably possible,
independence of operation is guaranteed. In osldt the Essential National Health
Research Committee and the National Health Ethimsn€il>® therefore, the ALP,

Consortium and TAC submit that such bodies opeirsdependently of the NHA,

*L Section 17(1) of the South African Medical ResbaEouncil Act, 58 of 1991.

%2 Guidelines for Good Practice in the Conduct ofnighl Trials in Human Participants in South
Africa.

%3 Sections 81 and 84 respectively.



36

being accountable to Parliament directly. Thislddae facilitated by requiring that
they report to Parliament on an annual basis oaliaical research involving human

subjects in the Republic.

Essential National Health Research Committee

The Essential National Health Research CommittegalfH Research Committee)
will have the authority, amongst other things, &tedmine the type of health research
to be carried out by public health authorities #rel“development and application of
an integrated national strategy for health resé€afth While the committee’s
composition rightly includes key figures from nai# and provincial levels of
government, as well as experts in the field of aese (including research managers,
basic researchers, clinical researchers and contymasiearchers), it's composition is

nevertheless problematic.

First, it includes two private sector represengdivVwith a special interest in or
knowledge of research”, and second, it omits tduihe any representation of people
affected by these decisions, as well as organisatiepresenting such people. Given
the nature of private sector research, which hstetically meant that diseases of the
poor remain largely marginalised, the presence rofate sector representatives—
which is sufficiently broad to include represerdati from the brand-name
pharmaceutical industry—on its own raises significaoncern. Further, in the
absence of any representation of people affecteitidse decisions and organisations

representing such people, these concerns takedsd aignificance.

% Sections 81(3)(a) and (c) respectively.
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Research on human subjects

That research on human subjects may only be caoutd‘as determined by the

Minister” raises further problematic concerns abagademic freedom and the
freedom of scientific research. That section 83th@ Bill—which grants broad

ministerial discretion in this regard—Ilimits theghis in section 16(1)(d) of the
Constitution is clear. According to the Constibatl Court, such a limitation will be

justified only if the purpose of the limitationggoportional to its impact. In assessing
proportionality, a court will consider the naturedaimportance of the right

concerned, the extent of the limitation, as wellttzes availability of less restrictive

means to achieve the same purpBse.

While it is clear that research on human subjeaises complex ethical issues, it is
difficult to understand why this particular form lohitation is required. In particular,

it is difficult to understand why the initiation ofesearch requires ministerial
permission, and not the permission of the Ethicarn€d. Of concern is that the role
of the Ethics Council in relation to research omhuas and animals is limited to the

“setting of norms and standards for conducting asse >

providing advice to the
national and provincial departments on ethicalés&fl and “any other activities that
may be required to maintain and improve ethicattita in research® It is our

submission that the limitation of the right to aeadc freedom and the freedom of

scientific research is not justifiable.

°> Dawood supra note 21 at para 40, per O'Regan J [footmmiieted].
% Section 84(3)(c).

" Section 84(3)(g). This role is not limited toeasch issues.

%8 Section 84(3)(h). This role is also not limitedrésearch issues.
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The role of the Medical Research Council

The NHB’s impact on the integrity, independence afficacy of the MRC is
potentially threefold. First, in terms of the Soutfrican Medical Research Council
Act, 58 of 1991 (MRC Act), the MRC is expressly emered to “undertake research
of its own accord®’ as well as to “undertake research on behalf ofState or any
other authority, or on behalf of any person oritnsbn, or support such research
financially”.®® In terms of section 81(3) of the NHB, howevee thealth Research
Committee is tasked with determining what healtbeagch is to be carried out by
public health authorities, as well as developind applying “an integrated national
strategy for health research”. Clearly, the scopghe MRC’s research will be
affected by decisions of the Health Research Coteajia body whose composition

does not necessarily include any representation the MRC.

Second, section 84 of the NHB sets up the Natidtedlth Ethics Council, the
functions of which include the “setting of normsdastandards for conducting
research on human and animals, including clinidalst.* This clearly conflicts

with section 17(2) of the MRC Act, which empowehs MRC to “determine ethical
directives which shall be followed in ... research][@mr experimentation [with
humans, animals or human or animal material].” M/tine National Health Ethics
Council’s composition will include a representatied the MCC, it will not

necessarily include a representative from the MRC.

%9 Section 4(1)(a)(i).

%0 Section 4(1)(a)(i). Section 4 sets out additidnactions, duties and powers of the MRC relatiag
research.

®1 Section 84(3)(c).
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Finally, section 17 of the MRC Act empowers the MRL“regulate and control
research on or experimentation with humans, animelsuman or animal material
performed by—

(@) employees of the MRC; or

(b) persons performing such research or experimentétior

on behalf of the MRC, or with research aid by the 4"

The effect of section 83 of the NHB, which gives Minister the power to determine
whether research on human subjects may be camieavidl be to erode the power of

the MRC to regulate and control its research fomsti

The objects of the MRC, as set out in section 3hef MRC Act, are primarily,

“through research, development and technology feant® promote the improvement
of the health and the quality of life of the pogida of the Republic”. Removing
three of its key functions, as set out above, wéiteultaneously excluding the MRC
from the decision-making authorities tasked withchsufunctions, severely
compromises its independence as well as its alvditgalise its objects. It is difficult

to understand what justification can be advancedgtch action.

While recognising the need for the Essential Natiddealth Research Committee
and the National Health Ethics Council, the ALPn€artium and TAC recommend
that the MRC'’s jurisdiction be extended, and tihase bodies are regulated in terms
of the MRC Act. This would require an amendmerth® MRC Act, with sections 81

to 85 of the NHB forming the substance of suchrmerdment.
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Health Ethics Committees
Section 85(2)(a) of the NHB empowers health etbmsimittees to review research
proposals and protocols to ensure that researaliucted at all health establishments
promotes certain goals. The omission of “diseasatinent” from the list of health
goals is cause for alarm. As the provision staitdsjustifiably violates the right of
access to health care services in section 27 oftmestitution, as well as the right to
academic freedom and freedom of scientific reseamchection 16(1)(d). In the
result, we recommend the following formulation $ubsection (2)(a):

“reviewing research proposals and protocols to enghat research

conducted will promote health, prevent disease disdbility, and treat

and cure disease”.
Further, health ethics committees are not requireeven empowered to receive the
results (whether complete or partial) of all reshaconducted on human subjects.
This severely limits the efficient and effectiventtioning of both health ethics
committees and the National Health Ethics Coureil,without information relating
to these results, there is no mechanism for upglatie-evaluating and setting
appropriate ethical guidelines, norms and standalmshe result, we recommend that
a subsection (c) be added to section 85(2), readirfgllows:

“(c) receiving the results (whether complete ortipd of all research

conducted on human subjects falling within the gdigtion of
the Health Ethics Committee.”

National Health Information System Committee
Unlike the other bodies established by the Bikk tomposition of the National Health
Information System Committee (Information Systenmfdattee) is not defined. All

that the Bill requires is that the members of thiodmation System Committee be
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appointed by the Minister, “with the concurrence”tbe NHA®? Given that the
Information System Committee’s main role is “thevestigation and making of
recommendations when requested to do so by the [NiHAny matter relating to the
development, implementation and review of the matichealth systen™ and the
constitutional obligations of the Legislature tomote, protect and fulfil the rights
entrenched in the Bill of Righf4,it is not appropriate for the Bill to be silent sach

issues.

Chapter 10: health officers and compliance procedures

Functions of health officers

Section 91 authorises a health officer to enfomraemiance withany other law. Such
powers are clearly too broad and thereby both irgpate and unconstitutional. It is
our submission that the reach of a health officerienitoring and enforcement
functions must be restricted to ensuring compliawité the NHB and othehealth

legislation.

Entry and inspection with a warrant

The grounds upon which a magistrate may issue aawato a health inspector to
enter and inspect any residential land or premisegnsuring compliance with the
NHB, as set out in section 93(3), are unnecesshrdgd. Merely having reasonable
grounds for believing that there is non-compliandth the terms of the NHB aany
other law does not necessarily justify a limitatiminthe right to privacy by a health
officer. This is so for three reasons. First, flrevision is not restricted to the

enforcement of health laws. Second, it is difficia understand hovany and all

%2 Section 87(2).
%3 Section 87(3).
® Dawood supra note 21 at para 48.
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forms of non-compliance justify an entry and indmet For example, a failure of the
DG to compile an annual summary of national ands/ipmal health care plans, as
required by section 32(2) of the NHB, can in no Wwastify a search and inspection of
the DG’s home. Finally, section 93(3) does notunexjthat a rational connection
between the act of non-compliance and the needefdry and inspection be
established. The ALP, Consortium and TAC subndt the provision can be saved
only if it is redrafted to narrow the ambit of rsach, so as to ensure that a warrant for
an entry and inspection is granted only where It mot result in the unjustifiable

limitation of the right to privacy.

Entry and inspection without a warrant

Section 94(1) of the Bill permits a health officko enter into business land or
premises to carry out an inspection ... without aramtr of search, if in his or her
opinion there is a reasonable belief that the gious of [the Bill] are being, about to
be or have been contravened.” Ordinarily, a wansirequired for such an entry and

inspection.

In Mistry v Interim Medical and Dental Council of Sbuffrica and Othersthe
Constitutional Court held section 28(1) of the Miaes and Substances Control Act,
101 of 1965, to be inconsistent with the right tovgcy in section 13 of the interim
Constitution®® “The existence of safeguards to regulate the iwayhich the State

officials may enter the private domains of ordinaiyzens”, it was held, “is one of

651998 (4) SA 1127 (CC). In short, section 28(Pxsvers of entry gave inspectors of medicines the
right, “at all reasonable times ... [to] enter upary @remises, place, vehicle, vessel or aircrafiran
which there is or is on reasonable grounds suspdcée any medicine or scheduled substance”,
without a warrant.
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the features that distinguish a constitutional demcy from a police Stat&” In

coming to the conclusion that the provision wasomstitutional, the Court found it to
be “so wide and unrestricted in its reach as th@ige any inspector to enter any
person’s home simply on the basis that aspirinscaugh mixture are or are

reasonably suspected of being thére.”

Section 94(1) of the draft Bill does not raise peoiatic concerns of this nature.
Nevertheless, as even searches with a warrantittdaesa limitation of the right to
privacy® any searches or inspections undertaken in thenabss a warrant must be
closely scrutinised. Understood in this contegtt®n 94(1)'s authorisation of entry
and inspection without a warrant is problematic timee respects. First, such
inspections raise similar concerns to those raisedlation to inspections conducted
with a warrant. Second, that the inspector onlkydnbee of theopinion that “there is
reasonable belief that the provisions of [the Ballg being, about to be or have been
contravened” does not offer sufficient protectiortiose whose grounds or premises
are to be inspected. This can be remedied by niaguhat the inspector have reason
to believe that such activity is currently takirigge or about to take place, which will
go some way towards ensuring that sufficient ptaiacis given without unduly

interfering with the inspector’s role.

Finally, while it may be justifiable to enter antspect without a warrant if there is

reason to believe that the delay caused by the foeaxbtaining a warrant may result

% |bid at para 25.

®7 |bid at para 28.

%8 Seelnvestigating Directorate: Serious Economic Offenaad Others ¥yundai Motor Distributors
(Pty) Ltd and Others: In reiHyundai Motor Distributors (Pty) Ltd and Others v Smit N@d Others
2001 (1) SA 545 (CC).
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in evidence being destroyed, or other such circantgts of need, it does not
necessarily follow that an entry without a warravitl be justifiable as long as
reasonable grounds exist for believing that prowvisiof the Bill are being or have
been contravened. In short, the inspector shoalliceuired to have reason to believe
that the delay caused by obtaining a warrant witlermine the objects of the Bill.
The NHB needs to set out objective criteria—suchraparable harm or an imminent

threat to public health—that would justify suchraitation of the right to privacy.

Chapter 11: Regulations

As currently drafted, the power granted to the Btimi to issue regulations “on any
matter in order to achieve the purpose of [the NHBImains unclear. The
uncertainty regarding the extent of ministeriacdesion relates to the form and nature
of the regulations. In respect of certain expg@®sers, such as the power to issue
regulations on “[p]rocedure for determining poliyntemplated in section 29(2)(a)”,
there is no uncertainty whatsoever. Such a powequite clearly a power to
determine procedures. Other express powers arsaaeertain, with it remaining
unclear whether the power of the Minister is toedeine results, or rather to
determine the process by which—and the criterigims of which—such results are

determined. Such ambiguities need to be clarified.

Conclusion

The ALP, Consortium and TAC look forward to the iment tabling of a National
Health Bill in Parliament. We are aware that thecpss of transforming the health
care system in line with the dictates of the Caustin is both difficult and

challenging, and that many of the provisions caom@diwithin the draft NHB need to
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be implemented urgently. However, we remain careththat the consultation
process is not yet over. In this light, we express support for an open and
consultative legislative process, which includemprehensive public Parliamentary

hearings.

We thank you once again for this opportunity to smedpresentations.



