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GovERNMENT NOTICE

DEPARTMENT OF HEALTH
No. 611 2 June 2008

PUBLICATION OF BILLS IN TERMS OF PARLIAMENTARY RULES (NA RULE
241 / NCOP RULE 186)

The Minister of Health intends to table the bills following hereunder in Parliament this
year. The Bills and their respective memorandums setting out the objects of the Bills are
hereby published as required by National Assembly Rule 241(1) and the National
Council of Provinces Rule 186(1).

1. The Medical Schemes Amendment Bill, 2008
2. The National Heaith Amendment Bill, 2008; and
3. The Medicines and Related Substances Amendment Bill, 2008.

N/ OSWAN

DR ME TSHABALALA-MSIMANG
MINISTER OF HEALTH
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GENERAL EXPLANATORY NOTE:
[ ] Words in bold type in square brackets indicate omissions from existing enactments.

Words underlined with a solid line indicate insertions in existing enactments.

DRAFT BILL

To amend the Medical Schemes Act, 1998, s0 as to provide for risk equalisation among medical
schemes; to amend and insert certain definitions; to provide for the establishment of a risk
equalisation fund; to extend the functions of the Council for Medical Schemes in relation to risk
equalisation; to provide for the application of risk equalisation to medical schemes; to provide for the
provision of information by medical schemes to the Council for Medical Schemes for purposes of risk
cequalisation; to provide for the methodology and procedures for risk equalisation; to amend the
provisions relating to benefits and contributions provided by medical schemes; to amend the
provisions relating to the composition of boards of trustees and eligibility of persons to serve as
trustees or principal officers; to define the respective functions of boards of trustees and principal
officers; to specify the powers of the High Court in relation to election processes; to amend the
provisions relating to disclosure of trustee remuneration; to provide for good corporate governance
guidelines and associated disclosure requirements; to amend the provisions relating to the powers of
the Minister to make regulations; to amend the provisions relating to offences; to rearrange some of
the existing sections; and to provide for matters in connection therewith.

BE r ENACTED by the Parliament of the Republic of South Africa, as follows: —

Amendment of section 1 of Act 131 of 1988, as amended by section 1 of Act 55 of 2001, section 1 of
Act 62 of 2002, section 40 of Act 65 of 2002, and section 25 of Act 52 of 2003.

1. Section 1 of the Medical Schemes Act, 1988 (hereinafter referred to as the principal Act), is hereby
amended by the —

(a) insertion after the definition of “Appeal Board” of the following definition:

“ ‘hasic benefits’ means those benefits contemplated in section 32J(1).”;

(b) insertion after the definition of “beneficiary” of the following definitions:

“ *‘benefit’ means the liability accepted by a medical scheme to render a relevant health
scrvice or to dcfray fees or charges in respect of provision of relevant health service:

‘supplementary benefit option’ means those additional benefits offered by a medical scheme
in respect of which its members may choose to enroll;”;

(c) insertion after the definition of “dependant” of the following definition:

“financial transfer’ means a financial transfer from the Fund to a medical scheme or from a
medical scheme to the Fund. as the case may be;”;

(d) insertion after the definition of “Master” of the following definition:

@ ¢

material relationship’ means a relationship with, or interest in, a natural or juristic person
which_ in the view of a reasonable person would interfere with the independent judgment of
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“ ‘material relationship’ means a relationship with. or interest in. a natural or juristic person
which. in the view of a reasonable person would interfere with the independent judgment of
the officer of the medical scheme or prejudice the interests of the medical scheme or its
members:”:

(f) substitution for the definition of “principal officer” of the following definition:

“ ‘principal officer’ means [the principal officer] a_person appointed in terms of section
[S7(#)(a)] 57C):"™:

(g) insertion aftcr the definition of “restricted membership scheme” of the following definitions:

(X33

risk equalisation’ means the systcm of financial transfers to cnsurc the sharing of cxpected
costs of providing bencfits contemplated in section 19B;

‘risk_equalisation risk factor’ means a risk factor to be used in the calculation of financial
transfers, as contemplated in section 19L(1);

‘risk equalised benefits’ means the benefits in respect of which risk equalisation will take
place. as contemplated in section 19B;”;

(h) insertion after the definition of “Service™ of (he following definitions:

‘supplementary benefit option’ means those additional benefits offered by a medical scheme
in respect of which its members mav choose to enroll;”;

* ‘the Fund’ means the bank accouni contemplated in section 19C(1):”:

(i) substitution for the definition of “this Act” of the following definition:
* “this Act’ includes the regulations|.];™:
Amendment of section 7 of Act 131 of 1998, as amended by section 2 of Act 55 of 2001.

2. Section 7 of the principal Act is hereby amended by the insertion of the following paragraphs after
paragraph (f):

“ (1) manage the administration of the Fund in accordance with the provisions of this Act;

(fB) consult on a regular basis with relevant stakeholders in relation fo the implementation of risk
cqualisation ;”.

Amendment of section 13 of Act 131 of 1998

3. Section 13 of the principal Act is hercby amended by the substitution for subsection (2) of the following
subsection:

~(2) The financial yecar of the Council shall end on [31 December] 31 March in cach ycar.”
Insertion of Chapter 3A in Act 131 of 1998
4. The principal Act is hereby amended by the insertion afier section 19 of the following, Chapter:

“CHAPTER 3A
RISK EQUALISATION
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Part 1: General provisions
Scope and purpose of risk equalisation

19A. (1) Subject to the provisions of this Chapter, risk equalisation shall apply 1o each medical
scheme and each such medical scheme shall comply with the terms and conditions of risk

equalisation.

Risk equalised benefits

19B. Thc bencfits in respect of which risk cqualisation will apply shall be thosc prescribed in terms
of section 67(1)(g). subject to such limitations as may be prescribed.

Part 2: Risk Equalisation Fund
Establishment of Risk Egualisation Fund

19C. (1) The Council shall cause a bank account. to be known as the “Risk Equalisation Fund.” to be
opened at a financial institution.

(2) The Council must annually report on the Fund as part of the report contemplated in section 14.
(3) The costs of managing the Fund shall be paid for from the revenue of the Council raised in terms
of section 12(1) and the Council for Medical Schemes Levies Act, 2000 (Act No. 38 of 2000), and
not from financial transfers to the Fund.

Fund to vest in and to be administered by Council

19D. (1) Money in the Fund shall vest in the Council.

(2) The Fund is undcr the control and management of the Council. which —
(a) must utilise the money in the Fund in accordance with scction 19F onty;
(h) 1is responsibie for accounting for money received in, and paywmenis made from. the Fund; and
(¢) must cause the necessary accounting and other related records to be kept.

Revenue of Fund

19E. The Fund shall consist of—
(a) financial transfers paid to the Fund in terms of section 190:
(b) interest and dividends derived from the investiment ol money standing to the credit of the
Fund;
(¢) administrafive penalties paid in terms of section 19S: and
(d) other money lawfudly paid into the Fund.

Allocation of money in Fund

19F. (1) All money paid to the Fund shall be appropriated for expenditure bv the Council in
accordance with subsection (2).

(2) The Council must appropriatc cxpenditure for financial transfers 1o inedical schemes in
accordance with the risk equalisation methodology set out in this Chapter.

(3) With the exception of claiins by medical schemes in respect of financial transfers, no person shall
in respect of any liability of the Council have or obtain recourse or any right against money standing
to the credit of the Fund.

Investment of money not immediately required
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19G. (1) Any money of the Fund which is not required for immediate allocation may be invested in
accordance with the Public Finance Management Act, 1999 (Act No. 1 of 1999) and may be
withdrawn when required.

(2) Anv unexpended balance of thc moncy of the Fund at the end of any financial vear shall be
carried forward as a credit to the next financial year.

Separate financial records and financial statements

19H. (1) The Council must cause separate accounting records for the Fund to be maintained must
prepare separate annual financial statements for the Fund in accordance with general accepted
accounting practice.

(2) The Fund and the records referred to in subscction (1) must be audited by the Auditor-General.
(3) The audited records rcfcrred to ‘'in_ subsection (1) must be incorporated into the report
contcmplated in section 14.

Part 3. Information required for risk equalisation
Information for caicuiation of financial transfers

191 (1) Every medical scheme must at such intervals and in the form determined by the Registrar
submit to the Registrar such information as may be necessary for purposes of:

{a) ascertaining the number of beneficiaries of each medical scheme:

(b) allocating beneficiaries 10 various age categories:

(c¢) allocating beneficiaries to various risk equalisation risk factors;

(d) auditing the corrcctness of information supplied by thc medical scheme; and

(e) preventing fraud.

(2) Information collected in terms of subsection (1) shall include. in respect of every beneficiary of
a medical scheme —

(a) personal particulars. including full names. gender, identity number or passport numbcr
in the case of a non-resident, datc of birth and. where applicable. date of death;

(b) the unique medical scheme nunber of the beneficiary and any other imique identifier
assigned to the beneficiary for purposes of risk equalisation:

(¢) details of beneficiary status, including whether the beneficiary is a principal member,
adult dependant or child depcndant and relationship to_the principal member, wherg
applicable:

(d) date and dctails of thc enrolment and. where applicable. termination of enrolment of
the beneficiary, including details of the medical scheme from or 1o which the membcr
transferred. where applicable;

(¢) the name of the benefit option on which the beneficiary is enrolled and date and details
of change of bencfit option., where applicable;

() details of any waiting periods applicable to the beneficiary;

¢(g) information related 1o the health status and claims history of beneficiaries. specifically
in relation to health conditions or other factors identified as risk equalisation risk
faclors in tenns of section 19L(1).

(3) The Registrar shall ensure that —

(a) personally identifiable information is subject to strict confidentiality:;

(b) health status data and personallv identifiable information are never submitted
simultancously by a medical scheme in terms of section (1) and are stored and
maintained in_a manner that prevents simultancous access to health status and
personally identifiable information.

(4) _A request for access to information submitied in terms of this section shall be dealt with in terms
of the Promnotion ol Access (0 Infonmation Act. 2000 (Act No. 2 of 2000). provided that the
information provided in terins thereof shall under no circumstances be capable of being personally
identified.

Verification of information
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19J. (1) The Registrar may in rclation to information provided in accordance with section 191, on
written notice require a medical scheme to submit to him or her -
(a) the information as specified in the notice: or
(h) a report by an auditor or by any other person with appropriate professional skill, designated
by the Registrar, on any matter specified in the notice.

(2) The Registrar may at any time inspect the business of a medical scheme if the Registrar has

rcason to believe that information submitted by a medical scheme in accordance with section 191 is

incorrect or false. The provisions of section 44, with the necessary changes. apply to an inspection
under this subsection,

(3) (a) Despite the provisions of any other law, the auditor of a medical scheme must inform the
Rcgistrar in writing of any mattcr relating to the affairs of a medical scheme of which the
auditor becamc aware of in the performance of his or her functions as auditor of that
medical scheme, that. in thc opinion of the auditor relatcs to thc medical scheine’s
participation in thc risk equalisation fund or may negatively impact on the medical
scheme’s ability 1o pav a financial transfer which it may be required to pay in tcrms of this
Chapter.

() An auditor must inform the principal officer of a medical scheme of any inforination
referred to in paragraph (a). provided to the Registrar.

(¢) The furnishing in good faith by an auditor of information in (cnins of paragraph (@) may not
be held to constitute a contravention of any provision of the law or breach of any provision
of a code of professional conduct to which such auditor may be subject.

Part 4: Risk equalisation methodology
Formula for risk equalisation

19K. (1) The Ministcr shall, in consultation with the Ministcr of Finance. prescribe the formula for
the determination of the quantum of financial transfers.
(2) The formula prescribed in terius of subsection (1) shall —

(a) provide for a mcthod of determining the expected cost per beneficiary in a medical scheme
of providing the risk equalized benefits, taking into consideration:

(i) the prevalence of risk equalisation risk factors amongst the beneficiaries, identified in
accordance with the criteria published in terms of section 19M(1)(b); and

(ii) the weighted values assigned to these risk factors, as published in terms of section
19M(1)(a);

(b) provide for a mcthod of determining the expected cost per beneficiary among all medical
schemes of providing the risk equalized benefits taking into consideration the factors in
subparagraphs (a)(1) and (ii) above;

(¢) as_far as reasonably possiblc, resull in the expected cost to a medical scheme, per
beneficiary, of providing the risk equalized benefits. being equivalent to the average
expected cost per beneficiary among all medical schemes. assuming a reasonable level of
cfficiency in the delivery of those benefits.

Risk cqualisation risk factors

19L. (1) The Minister shall from time to time prescribe the risk factors to be used in the calculation
of financial transfers, which shall be demographic variables. health status indicators and other
factors capable of predicting the cost to medical schemes of the risk equalised bencfits.
(2) When prescribing the risk equalisation risk factors, the Minister shall take into consideration for
thosc factors o —

(a) be objective, repeatable and auditable:

(b) be measurable without significant measurement errors;

(c) be measurable using data that are readily available to medical schemes:

(d) mnot readily be susceptible 1o manipulation. and
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fe) discourage the selection by a medical scheme of beneficiaries with only preferred risks.

Publication of information related to risk equalization risk lactors

19M. (1) The Council shall from time to time after consultation with the Minister—
(@) assign and publish weighted values to each of the risk equalization risk factors based upon
their importance in predicting costs of risk equalized benefits; and
(b) publish critcria to identify and verify the existence of a risk egualisation risk factor in a
beneliciary, laking into account the nced. as far as possible, 1o —
(1) accuralcly identify beneficiarics with one or morce of the nisk cgualisation risk factors;
and
(i) preveni opportunities for misrcpresentation and manipulation of the risk cqualisation
system. ‘

Determination of amount of financial transfers

19N. (1) The Registrar shall evaluate and assess the information submitted to him or her in terms of
the Chaplcr and applying the forinula prescribed in terms of section 19K, delermine the amount ol
{financial transfers pavable by a medical scheme 1o 1he Fund or by the Fund 1o a medical scheme, as
the casc may be.

(2) The Registrar may adjust the amount of a financial transfer caiculated in tenins of this section (o

(a) corrcct an crror;

(h) take account of the outcome of an appeal.

(c¢) take account of more accurate information obtained in relation 1o the number of beneficiarics
and prevalencce of risk laclors within a medical scheme: or

(d) distribute intcrest accrucd on monics slanding to the credit of the Fund or administrative
penaliies which have been paid into the Fund proportionate to the value of financial transfers
payable in respect of medical schemes.

(3} 1f a medical schemge lails to submit the information it is required 1o submit to the Registrar in
terms of scction 19(1)(1). or the Registrar has reason 1o believe that the information submitted by the
medical scheme is incomplete or incorrect such that an accurate calculation of the financial transfer
in respect of that medical schieine is not possible, the Registrar may make a deiermination of the
amount ol a financial transfer to be paid in respect of that medical scheme taking into consideration
one or more of the following [aclors—

(i) the most recent previous unconiested data submission of the medical scheme;

(ii) the industry average of the relevant data:

(iit) the age profile of the medical scheme: and

(iv) any other facior the Registrar may reasonably consider relevant to the determination.
(4) Notwithstanding the provisions of ihis section —

(a) the liability of the Council in relation to financial transfers pavable to miedical schemes shali
nol undcr any circumstances exceed the amount standing (o the credit of the Fund at the time
that such financial transfers are paid: and

(b} if. due to bad debt from medical schemes or for any other reason. the amount standing to the
credit of the Fund is insufficicnt to pay a medical scheme the full quantumn of a financial
transfer calculated in terins of this scction:

(i) the amounl of a financial transfcr payable from the Fund to the medical schemc will be
adjusied downwards proportionately to the amounts that would othcrwise have been
paid to it: and

(it) 1o the exteni that the monies owed to the Fund are subsequently partially or fully
recovered. such monies will at that stage be paid to the medical scheme proportionately
to the amounts which it would otherwise have been due in terms of this section.

Effecting of financial transfers

G08-060216--B
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190. (1) Financial transfers shall be effected on a quarterly basis. based upon the cumulative
assessments of the three months in that quarter, or if the Registrar provides 12 months’ written
notice to medical schemes, financial transfers shall take place on a monthly basis.

(2) Every medical scheme must pay the financial transfers as determined by the Registrar 1o the
Fund on being notified by the Registrar in writing of the amount of the financial transfer, within the
period and in the manner stated in the notice.

(3) _The Registrar shall, within such period as may bc prescribed following the date on which
financial transfers to the Fund are due in terms of subsection (1), make the required financial
transfers to those medical schemes to which payinents are due.

(4) Interest at the rate determined by the Minister of Finance under the Public Finance Management
Act. is payable on any late pavments by a medical scheme of a financial transfer.

(5)_If a medical scheme fails to pay a financial transfer or pay it within the specified period, the
Registrar may. by way of civil action in 4 competent court recover the amourit owed by the medical
scheme.

Progressive implementation of financial transfers

19P. The Council may recommend to the Minisier a schedule for the progressive implementation of
financial transfers, taking into account the potential impact of the financial transfers on the financial
soundness and viability of medical schemes in general.

Projections on financial transfers

19Q. The Registrar must annuallty 4 months before the start of a calendar vear, inform cach medical
scheme of the projections on financiat transfers relating to that medical scheme for that calendar
vear.

Part 5: Appeals and Penalties
Appeals

19R. Notwithstanding the provisions of this Act or anv other law. if an appeal is lodged against a
decision made in terms of the provisions of this chapter, such appeal shall not suspend any
obligation 1o pay a financial transfer determined in terms of section 19N pending the outcome of an

appeal.

Administrative penaltics

19S. (1) Notwithstanding the fact ithat adjustiments may be made to financial transfers (o take account
of errors in calculations of financial transfers. a medical schemc shall also be liable to pay a penalty
cquivalent to 5% of the difference_between the amount of an erroncously calculated financial
transfer made in respect of that medical scheme and the correct amount of the [inancial transfer that
ought to have been paid if it is determined that the erroneous calculation of the amount of the
financial transfer was as a result of —
(a) the non-submission by that medical scheme of information required in terms of section 191
or
(h) the submission by that medical scheme of incomplete or incorrect information required in
terms of scction 191
(2) An administrative penalty imposed or payable under this section must be paid within the period
specified by the Council.
(3) If a iedical scheme fails t0o pay an administrative penalty within the specified period. the
Registrar nay_ by way of civil action in a competent courl, recover the amount of the adininistrative
penalty from the medical scheme.
(4) The Council shall pay any penaltics reecived in terms of this scction into the Fund.”

Amendment of section 29 of Act 131 of 1998, as amended by section 9 of Act 55 of 2001
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5. Section 29 of the principal Act is hereby amended by the —
(a) substitution in subsection (1) for the words preceding paragraph (a) of the following words:
“[(1)} The Registrar shall not register a medical scheme under section 24, and no medical

schemc shall carry on any busincss, unless provision is made in its rules for the following
matters, subject 10 the provisions of tins Act:™;

(k) substitution in subsection (1) for paragraph (h) of the following paragraph:

“(h) |Subject to the provisions of this Act, the] The manncr in which and the circumstances
under which a medical scheme shall be terminated or dissolved.”:

(c) substitution in subsection (1) for paragraph () of the following paragraph:

“n) The terms and conditions applicable (o the admission of a person as a meinber and his or
her dependants, which terms and conditions shall provide for the determination of
coniributions [on the hasis of income or the numher of dependants or both the
income and the number of dependants, and shall not provide for any other grounds
including ape, sex, past or present state of health, of the applicant or one or more of
the applicant’s dcpendants, the frequency of rendering of relevant health services to
an applicant or onc or more of the applicant’s dependants other than for the
provisions as prescribed] in accordance with the provisions of Chapter 5B.”;

(/) substitution in snbsection (1) for paragraph (p) of the following paragraph:

“(p) [No limitation shali apply to the re-imbursement of any relevant health service
ohtained by a member from a public hospital where this service complies with the
general scope and level as contemplated in paragraph (o) and may not be different
from the cntitlement in terms of a service available to a public hospital patient] The
rcimbursement for services obtained from a public hospilal in accordance wilhi the
provisions of section 34A.”

(¢) dcletion in subsection (1) of paragraph (#/;
(/) substittion in subscction (1) for paragraph s) of thg following paragraph:

“(y) The [continuation, subject to such conditions as may be prescribed, of the
membership of 2 member, who retires from the service of his or her cmployer or
whosc employment is terminated by his or her employer on account of age, ill-health
or other disability and his or her dependants] admission and continvation of
membership of members and dependants contemplated in subsection (1) of scclion 32C,
in accordance with the provisions of that section.”

{g) dcletion in subscclion (1} of paragraphs (7) and () and
{h) decletion of subsections (2) and (3).
Delction of section 29A in Act 131 of 1998
6. The principat Act is hereby amended by the deletion of scction 29A.
Insertion of Chapter SA in Act 131 of 1998

7. The principal Act 15 hereby amended by the insertion after scction 32 of the following Chapters:
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“CHAPTER SA
ADMISSION OF BENEFICIARIES

Open enrolment

32A. A medical scheme shall not —

(a) cxclude any applicant or a dependant of an applicant. subject to the conditions as may be
prescribed, from membership except for a restricled membership scheme as provided for in
this Act;

(h) cxclude any applicant or a dependant of an applicant who would otherwise be eligible for
membership to a restricted membership scheme: or

(¢c) impose waiting periods other than as provided for in section 32B.

Waiting periods

32B. (1) A medical scheute may impose upon a person in respect of whoin an application is made
for membership or admission as a dependant. and who was not a beneficiary of a medical scheme for
a period of at least 90 davs preceding the date of application —

(a) a general waiting period of up to three months; and

(b) a_condition-specific waiting period of up to 12 months.

(2) A medical scheme may impose upon any person in respect of whom an application is made for
membership or admission as a dependant, and who was previously a beneficiary of a medical
scheine for a continuous period of up 10 24 months_ terminating less than 90 days immediately prior
to the date of application —

(a) a condition-specific waiiing period of up to 12 months. except in respect of any freaiment or
diagnostic procedures covered within the prescribed minimum benefits:

(b) in_respeci of any person contemplated in this subsection, wherec the previous medical
scheme had imposed a general or coundition-specific waiting_ period. and such waiting
period had not expired at the time of termination. a general or condition-specific waiting
period for the unexpired duration of such waiting period imposed by the former medical
scheme.

(3) A medical scheme may impose upon anv person in respect of whom an application is nade for
membership or adinission as a dependeni. and who was previously a beneficiary of a medical
schieme for a continuous period of morc than 24 months, terminating less than 90 days iminediately
prior to the date of application. a general waiting period of up to three months, except in respect of
any treatment or diagnostic procedures covered within the prescribed minimum benefits.

(4) A medical scheme may not impose a general or a condition-specific waiting period on_a
bencficiary who changes [rom onc benefit option to another within the same medical scheme unless
that beneficiary is subject to a waiting period on the current benefit option. in which case any
remaining period may be applied.

(5) A medical schcine may not imposc a general or a condition-specific waiting period on a child-
dependant borm during the period of membership. .

(6) A medical scheme may not impose a general or condition-specific waiting period on a person in
respect of whom application is made for membership or admission as a dependant, and who was
previously a beneficiary of a medical scheme. terminating less. than 90 days immediately prior to the
datc of application. where the transfer of mmembership is required as a result of —

(a) change of cmployment: or

(b) an emplover changiug or terminating the medical scheme of its employees. in which case
such transfer shall occur at the beginning of the financial vear. or reasonable notice must
have been furnished to the medical schcme to which an application is made for such

transfer to occur at the beginning of the financial vear.
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{7y A medical scheme may require an applicant 1o provide the medical scheme with a medical repor
in respecl of any proposed beneficiary only in respect of a condition for which medical advice,
diagnosis. care or treatmenl was recommended or received within the 12 month period ending on the
daic on which an applicauion for mcinbership was made.

(8) In respect of members who change medical schemes in terms of subscction (6), where the

former medical scheme had imposed a general or condition-specific waiting period and such waiting
period had not_expired at the time of termination. the medical scheme to which the person has
applied inay impose a general or condition-specific waiting period for the unexpired duration of such
wailing period imposcd by the former medical scheme.

Continuation membership

32C. (1) A ncdical scheme shall allow —

fa) the continuation_subject to such conditions as may be prescribed, of the membership of a
member, who retires from the service of his or her emplioyer or whose employment is
teriinaled by his or her emplover on account of age. ill-healih or olher disabilily and his or
her dependants.

(b) the continued membership of a member’s dependants, subject 1o_conditions as may be
prescribed. after the death of that member, until such dependant becomes a member of. or is
admitled as a dependant of a member of another medical scheme,

(2)_If the members of a incdical scheme who are members of that medical scheme by virlue of their
emplovment by a pariicular cimployer tenninate their membership of the said medical scheme with
the objcctl of obtaining mcmbership of another medical scheme or of ¢stablishing a new medical
scheme, such other or new medical scheme shall admit to membership. without a waiting period or
the 1mposition of new restrictions on account of the state of his or her health or the health of any of
Tuis or her dependants. any member or a dependant of such first mentioned medical scheme who is a
person contemplated in subsection (1).

Cancellation or suspension of membership

32D. A medical scheme shall not cancel or suspend a member's inembership or thal of any of his or

licr dependants. except on the grounds of —

(e) failurc o pay, within the time allowed in the medical scheme's rules, the membership fees
required in such rules;

(h) [ailure 10 repay any debt due Lo (he medical scheme:
(¢) submission of fraudulent claims:

{d) committing anv fraudulent act: or

(e) the non-disclosure of material information.

CHAPTER 5B
CONTRIBUTIONS

Community rating requirement

32E. A medical scheme shall apply community rating in the determination of its contributions
which for the purposes of this Act mmeans —
(@) the medical scheme does not determine contributions on (he basis of -
(i) the age of a person. excepl to the extent allowed in this Chapter: and
(i1) the gender, race, marital status, ethnic or social origin or sexual orientation of a person;
and
(i) pregnancy or disability of a person: and
(iv) slate of health of & person or ficquency of utilization of relevant health services.
¢h) the only discounts available. if anv, are discounis allowed under section 32H:
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(c) contributions may be differentiated on the basis of income categories only to the extent that
this does not result in direct or indirect contravention of the requirements set out in
paragraph (a).

(d) the contribution payable to the medical scheme meets the contribution requirements in
sections 32F and 32G.

Contributions requirement for basic benefits

32F. (1) The contributions payable in respect of the basic benefits of a medical scheme shall be
bascd on the average expected costs of providing the basic benefits to the beneficiarics of the
scheme. taking into account projections of financial transfers contemplated in section 19Q). subject to
such regulations relating to categories of benefliciaries as may be prescribed.

(2) Regulations contemplated in subsection (1) shall not allow variations in contribution which
result in unfair discrimination as contemplated in section 24(2){(e).

Contribution requirement for supplementary benefit options

32G. (1) The contributions pavable in respect of a supplementary benefit option of a scheme shail
bc based on the average expected costs of providing the basic benefits to the bencficiaries
participating in that supplementary benefit option, subject to such regulations relating to categories
of beneficiaries as may be prescribed.

{2) Regulations contemplated in_subsection (1) shall not allow variations in contribution which

result in unfair discrimination as contcmplated in scction 24(2)(e).

Discounts for choice of provider

32H. A medical scheme may provide in its rules for a discount to apply off the contribution payable
by a member in respect of the basic benefits or a supplementary benefit option because the member
agrees o _the choice of a particular provider or provider network for the provision of specified
services to that member and his or her dependants. provided that —
(a) such choice promotes greater efficiency in the delivery of benefits and does not give rise to
unfair discrimination against beneficiaries of the medical scheme: and
(h) the discount shall be disclosed in the rules of a_medical scheine as a uniform percentage of
the relevant contributions and is approved by the Registrar in texmns of section 33.”

Amendment of heading of Chapter 6 in Act 131 of 1998

8. The principal Act is hercby amended by the substitution for the heading of Chapter 6 of the following
heading:

“CHAPTER 6

Insertion of section 32J in Act 131 of 1998

9. The principal Act is hercby amcnded by the insertion in Chapter 6, immediately preceding section 33, of
the following scction:

“Basic benefits and supplementary benefit options

32J. (1) A mecdical schemc shall provide to cvery beneficiary of the medical scheme:
(a) benefits which have been prescribed in terms of section 67(1)(g): and
(b) any additional benefits which the medical scheme offers in respect of services rendered to
a bencficiary whilc that beneficiary is an in-patient in a hospital.
(2) A medical scheme may offer to its members the choice of enrolling in a supplementary benefit
options. provided that ~—
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(a) a supplementary benefit option does not offer benefits contemplated in subsection (1),
and

(h) the dependants of a member shall enroll in the same supplementary benefit option as the
member.”

Amendment of section 33 of Act 131 of 1998
10. Scction 33 of the principal Act is hereby amended by the —
(i) substitution for subsection (1) of the following subsection:
“(1) A medical scheme shall apply to the Registrar for the approval of its basic benefits and

any supplementary benefit option [if such a medical scheme provides members with
more than one benefit option).”;

(/) delction in subsection (2) of paragraphs (a) and (),
(k) substitution in subsection (2) for paragraph (<) of the following paragraph:

“(d) will not jeopardise the financial soundness of the medical scheme or of any [existing]
supplementary benefit option within the medical scheme.”.

Insertion of section 34A in Act 131 of 1998
11. The principal Act is hercby amended by the insertion after section 34 of the [ollowing section:
“Services obtained from public hospitals

34A. (1) A medical scheme shall not apply any limitation to the reimbursement of any relevant
health service obtained by a bencficiary from a public hospital where this service complies with the
general scope and level as contemplated in paragraph (o) of section 29.
(2) If a beneficiary obtains a scrvice contcmplated in paragraph (o) of section 29 from a public
hospital. the entitlement of thc beneficiary 1o receive this service may not be different from the
entitlement in terms of a service available to a public hospital patient.”.

Amendment of section 35 of Act 131 of 1998, as amended by section 12 of Act 55 of 2001

12. Section 35 of the principal Aci is hereby amended by the substitution in subscction (12) for the words
preceding paragraph (a) of the following words:

“(12) The Registrar may, when he or she has received the information referred to in subsection
(1D}, and in concurrence with the Council] .

Amendment of section 36 of Act 131 of 1998, as amended by section 13 of Act 55 of 2001
13. Section 36 of the principal Act is hercby amended by the —
{(a) substitution for subscction (4) of the following subscction:

“(4) Thc approval of an auditor of a medical scheine by the Registrar shall not lapsc if an
auditor of a medical scheme is a firm as contemplated in the |Public Accountants’ and
Auditors’ Act, 1991 (Act No. 80 of 1991)] Auditing Professions Act 2005 (Act No. 26 of
2005), whose membership of the firm has changed, if not fewer than half of the meinbers after
the change, were members when the appointment of the firm was first approved by the
Registrar.”;
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(b) subslilution in subsection (5) for paragraph (a) of the following paragraph:
“(a) whenever he or she furnishes a report or other document of particulars as contemplated
in section [20(5)(b) of the Public Accountants’ and Auditors’ Act, 1991] 45(1) of

the Auditing Professions Act, 2005, also furnish a copy thereof to the Registrar;”;

(c) substitution in subsection (5){c) for subparagraph (ii) of thc {ollowing subparagraph:

“(ii) 1if he or she would. but for that tenmination, have had reason to submit to the medical
scheme a report as contcmplated in scction [20(5)(h) of the Public Accountants’ and
Auditors® Act, 1991] 45(1) of the Auditing Professions Act. 2005, submit such a
rcport to the Registrar; and™:

(d) substitution in subscction (8) for paragraph (a) of the following paragraph:

“(a) in rcspeet of a rcturn or statcment which he or she is required to examinc in terms of
this Chapter, certify whether that return or statement complies with the requirements of
this Act and whether the return or statement, including any annexure thereto, presents
fairly the matters dealt with therein as if such returmn or statement were a financial
statement contemplated in section [20 of the Public Accountants’ and Auditors’ Act,
1991] 44 of the Auditing Professions Act. 2005; and”

Amendment of section 37 of Act 131 of 1998, as amended by section 14 of Act 55 of 20601
T4. Scction 37 of the principal Act is hercby amended by the —
(a) substitution for subscction (3) of the following subscction:
“(3) The annual {inancial statcments of a medical scheme shall. subject to the provisions of
the [Public Accountants’ and Auditors’ Act, 1991] Auditing Professions Act. 2005, be

audited by an accountant and auditor registered in terms of that Act except where such
accounts are to be audited by the Auditor-General in terms of any law.”:

¢(b) substitution in subsection (4) for paragraph (a) of the following paragraph:

“(a) bc prepared in accordance with [general accepted accounting practice] International
Financial Reporting Standards. which is the set of accounting standards issued from time 10
time by the International Accounting Standards Board:”.

Amendment of section 44 of Act 131 of 1998, as amended by section 17 of Act No 55 of 2001
15. Section 44 of the principal Act is hereby amended by the —
(a) substitution for subsection (2) of the following subsection:

“(2) Thc Rcegistrar, or such other person authorized by himi or her, shall in addition to the
powers and duties conferred or imposed upon him or her by this Act, have all the powers and
duties conferred or imposed upon an inspector under section 2 of the Inspection of Financial
Institutions Act. [1984 (Act No. 38 of 1984)] 1988 (Act No. 80 of 1998), as if he or she has
been appointed an inspector under that Act.”;

(h) substitution for subsection (3) of the following subsection:
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“(3) Any reference in this Act to an inspection made under this section shall also be
construed as a reference to an inspection made under the Inspection of Financial Institutions
Act. [1984] 1998.”;

(¢) substitution in subsection (6) for the words preceding paragraph (a) of the following words:
“(6) The Registrar may direct that any statement furnished to him or her under subsection
[(®] (5), or any document so furnished and which relates to the financial affairs of that
medical scheme, shall be accompanied by a report thereon by the auditor of the medical
scheme, and in which the auditor shall state —":

(d) substitution for subscction (7) of the following subsection:

“(7) The Registrar may. if he or she, on account of any statement, document or information
furnished to him or her by virtuc of subscction |(4)] (5), deems it necessary in the interests of
the members of the medical scheme concerned, [and, after consultation with the Financial
Services Board established by section 2 of the Financial Services Board Act, 1990 (Act
No. 97 of 1990),] by notice in writing dircct the medical scheme to furnish to lum or her a
report compiled by an actuary, in the form and relating to the matiers specified by the
Registrar in the notice.™;

(¢) substitution in subsection (10) for the words preceding paragraph (a) of the following words:

“(10) The Registrar may, for the purposes of paragraph (a) of subscction [(8)] (%), by notice in
writing dircct the medical scheme concerned —;

(/) substitution for subsection (11) of the following subsection:
“(11) The Registrar may, if a medical scheme fails to amend its rules as directed by the
Registrar under subscction [(9)]_(10)(a) within the period specified in the notice concerned,
amend such rules, and such amendment shall be deemed to be an amendment within the
meaning of section 31.”
Amendment of section 51 of Act 131 of 1998, as amended by section 19 of Act 55 of 2001
16. Section 51 of the principal Act is hereby amended by the —

(a) substitution in subsection (5) for paragraph (d) of the following paragraph:

“(d) order that the medical scheme be placed under judicial management in terms of section
52; lor]

(h) substitution in subsection (5) for paragraph (¢) ;Or the following paragraph:

“(e) order that the wholc or any part of the busincss of the medical scheme bec wound up in
terms of scction 33[.}. or™:

(¢) insertion in subsection (3) of the following paragraph after paragraph (¢):

~¢f) in the casc of an application brought on the basis of matcrial irrcgularitics relating to the
conduct of elections for trustees of a medical scheme —

(i) declare the results of the clection to be flawed in certain material respects and
issuc such directions to the medical scheme concerned as the High Court may
dcem desirablc to remedy such flaws: or
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(i) declare the results of the clection 10 be invalid and order the medical scheme
concerned to _hold another election subject to such conditions as the High Court
may deemn desirable.”.

Amendment of section 56 of Act 131 of 1998, as amended by section 22 of Act No. 55 of 2001

17. Section 56 of the principal Act is hereby amended by the —
(a) substitution for subsection (2) of the following subsection:

®)

(c)

“(2) The provisions of the [Financial Institutions (Investment of Funds) Act, 1984 (Act
No. 39 of 1984)] Financial Institutions (Protection of Funds) Act, 2001 (Act No. 28 of 2001)
insofar as thosc provisions relate to the appointment of a curator in terms of the said Act, and
insofar as they are not inconsistent with the provisions of this Act, shall apply with the
necessary changes to the appointment of a curator of a medical scheme in tcrms of this
section.”;

substitution in subsection (3) for the words preceding paragraph (a) of the following words:

“(3) In the application of the [Financial Institutions (Investment of Funds) Act, 1984 (Act
No. 39 of 1984)] Financial Institutions (Protection of Funds) Act, 2001, as provided for by
subsection (1)~ ;

substitution in subsection (3) for paragraph (a) of the following paragraph:

“ta) a reference to a company and the registrar in section 1 of the [Financial Institutions
(Investment of Funds) Act, 1984 (Act No. 39 of 1984)] Financial Institutions
(Protection of Funds) Act. 2001, shall be construed as a reference also 1o a board of
trustees and the Registrar, respectively;”

Amendment of heading of Chapter 12 of Act 131 of 1998

18. The principal Act is hereby amended by the substitution for the heading of Chapter 12 of the following

hcading:

“CHAPTER 12
[GENERAL] GOVERNANCE”.

Insertion of Part t heading in Chapter 12 of Act 131 of 1998

19. The principal Act is hereby amended by the inscrtion, immediately preceding scction 57, of the
{ollowing Part heading: :

“Part 1: Board of Trustees™

Amcndment of section 57 of Act 131 of 1998, as amended by section 23 of Act 55 of 2001

2(. Section 37 of the principal Act is hereby amended by the —

(a) substitution for the heading of section 57 of the following heading:

“57. [General provisions on governance] Governance by board of trustees™;

(b) substitution for subsection (1) of the following subsection:
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“(1) Every medical scheme shall have a board of trustees consisting of persons who are fit
and proper to [manage] direct the business contemplated by the medical scheme in
accordance with the applicable laws and the rules of such medical scheme.”;

(c) substitution for subsection (2) of the following subsection:

“(2) [At least 50 per cent of the members of the board of trustees shall be elected from
amongst members| The board of trustees of a medical scheme is accountable for the
performance of its functions and those of its principal officer. 10 —

(a) the members of the medical scheme: and

(b) the Council and the Registrar. to the extent provided for in this Act.”;
(d) deletion of subsections (3). (4). (3), (6), (7) and (8).
Ensertion of sections S7A and 57B in Act 131 of 1998
21. The principal Act is hereby amended by the insertion after section 37 of the following sections:
“Composition of board of trustccs

57A. (1) At least 50 per cent of the members of the board of trustees shall be elected by members of
the medical scheme from amongst members of the medical scheme.
(2) _Members of a board of trustees who are not elected in termas of subsection (1) shall —

(a) in the case of restricted membership schemes, be appointed in terms of the rules of the
mcedical scheme: and

(b) in the case of all other medical schemes. be appointed by those members of the board of
trustees who were elected in terms of subsection (1).

(3) The election of a trustee by the members of a medical scheme shall not be valid unless all the
members of the medical scheme hiad reasonable opportunity to votc in the election of that trustec.

. (1) A person shall not serve as a trusteec for more than a total of six years in any one medical
(5) A person shall not be a member of the board of trustees of a medical scheme if that person —

(a) is an employce, director. officcr, consultant or contractor of any person contracted by the
medical scheme to provide administrative, marketing, or managed health care services, or
of the holding company. subsidiary, joint venture or associate of such person:

(b) 1s _a broker or an emplovee. director, or officcr of a person which provides broker
SCIVICes; or

(c¢) otherwise has a material relationship with any person contracted by the medical scheme
to providc adminisirative. marketing. broker. managed health care or other services. or
with its holding company, subsidiary. joint venture or associate.”

Dutics of board of trustees

S7B. The duties of the Board of trustees shall be to —
(a) provide strategic direction and oversight to the medical scheme:
(b) cnsurc that —

(1) the resources of the schemes arc used in an effective, efficient, economical and
transparent manner.

(i1)  proper registers, books and records of all operations of the medical scheme are
kept. and that proper minuies are kept of all resolutions passed by the board of
trustees.

(iii)  proper control systems are employed by or on behalf of the medical scheme;
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(iv) adequatc and appropriate information is cominunicated (o the nembers
regarding their rights. benefits. contributions and duties in terms of the rules of
the medical scheme:

(v)  all reasonable steps are taken for contributions to be paid timeously to the
medical scheme in accordance with this Act and its rules:

(vi) an appropriate level of professional indemnity insurance and fidelity guarantec
insurance is taken out and maintained;

(vil) the rules, operation and adininistration of the medical scheme comply with the
provisions of this Act and all other applicable laws: and

(viii) all reasonablc sieps arc taken to protect the confidentiality of miedical records
concerning any member's state of health:

(c) approvc the budget policies‘and procedures in terms of which the operational and
financial management of the medical scheme is carried out;

() approve all coniracts and expenditure with a value above levels predetermined by the
Board of trustees:

(e) where applicable, negotiate and enter into contracts for the administration of the scheme
by an intecrmediary accredited in terms of section 58 and for the provision of managed
health care by an intermediary accredited in terms of regulation 15B of the General
Regulations made in terms of this Act;

(/) obtain expert advice on legal, accounting and business matters as required, or on any
other matier of which the members of the board of trustees may lack sufficient expertise;
and

(g) monitor the performance of the principal officer of thc medical scheme and hold the
prncipal officer accountable for the functions delegated to him or her by the Board of
trustees.

Inscrtion of Parts 2 and 3 in Chapter 12 of Act 131 of 1998

22. The principal Act is hereby amended by the insertion after section 57B of the following Parts of
Chapter 12:

“Part 2: Principal Officers
Appointment of principal officer

57C. (1) The board of trustees shall —
(a) appoint a principal officer who is a fit and proper person to hold such office: and
(b) within 30 days of such appointinent, give notice thereof in writing to the Registrar.
(2) A person shall not be a principal officer of a medical scheme if that person —

(a) 1is an ecmployee, director, officer, consultant or contractor of any person contracted by the
medical scheme to provide administrative. marketing, or managed health care services, or
of the holding company. subsidiary. joint venture or associate of such person;

(b) is a brokcr or an employee. director. or officcr of a person which provides broker
services:

(c¢) is the principal officer of another medical scheme; or

(d) otherwise has a material relationship with any person contracted by the medical scheine
to provide administrative. marketing, broker. managed health care or other services, or
with its holding company. subsidiary. joint venture or associate.

(3) The principal officer of a medical scheme may participate in all meetings of the board of
trustecs. or any of its committees. but shall not be a voting member of the board of trustees.

Responsibilities of principal officer

S7D. (1) A principal officer is responsible under the authority of the board of trustees of the
medical scheme for the executive management of the business of the medical scheme.
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(2) The Board of trustees of a medical scheme shall, in writing, delegate to the principal officer such
duties as may be necessary to enable the principal officer to effectively manage the business of the

medical scheme.

Part 3: General provisions on governance
Corporate Governance

37E. (1) The board of trustces and principal officcr of a medical schemc shall establish and
maintain an adequate and cffective process of corporate governance, which shall be consistent with
the naturc, complexity and risks inherent in the activitics and the business of thc medical scheme
concerned. '

(2) The Council mayv. from time to time. publish in such manner as it deems fit —

(a) guidelines for good corporate governance to assist the trustees and principal officers of
mcdical schemcs to cstablish and maintain adcquate and cffective processes of corporatc
governance. as contemplated by subsection (1); and

(h) rcquircments for the periodic disclosure by the board of trustces of a medical scheinc 10 the
Registrar and the members of the medical scheme of the extent to which those guidelines have
been met, together with reasons for failure to comply with those guidelines.

(3) A medical scheme shall. at such intervals and in such manner and format as the Council may
from time to time determine. make such disclosures as are contemplated in paragraph (b) of

subsection (2).”

Duty of care

S7F. 'The board of trustees and principal officcr shall —
(a) lake all rcasonable steps (o ensure that the interests of beneficiaries in terms of the rules
of the medical scheme and the provisions of the Aci are protected at all times;
(h) act with due care. diligence. skill and good faith:
(c) take all reasonable steps to avoid conflicts of intcrest; and
(d) act with impartiality in respect of all beneficiaries.

Disclosure

57G. (1) The members of the Board of trustees and principal officer shall disclose annually in the
annual financial statciments of the medical scheme details of any payments, gifis or considerations
made 1o themn in that particular year by —

(a) thc mcdical scheme concerncd:

(h) any pcrson contracled by the incdical scheme 1o provide administrative, marketing,
brokerage. managed care or other services. or the holding company, subsidiary. joint
venture or associate of such person: and

(¢) and any othcr person if such payments, gifis or considcrations were madc by virtuc of
their holding office within the medical scheme.

(2) A disclosure as contemplated in subsection (1) shall include:

(a) the identity of the sourcc of the payment. gift or consideration;

(b) the reason for the payment, gifi or consideration;

(c) the date on which the payment. gift or consideration was given: and

(d) thc quantum of money or otherwise the value ol the pavment, gifl or consideration.

Suspension or remeval from office

S7H. (1) 1f a Board of trustces suspends or removes from office the principal officer or trustec of a
medical scheme and that principal officer or trustec belicves that the suspension or removal from
office is as a resull of him or her duly performing his or her functions in terms of this Act, or
exposing inappropriate or unlawful conduct on the part of any officer of the medical scheme or any

G08-060216—C
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third party contractced to provide scrvices to the medical scheme, the principal officer or trustec
concerned may complain in writing to the Registrar.
(2) On reccipt of a written comnplaint in terms of subscction (1) —
(a) the Registrar shall investigate the basis of the complaint: and
(b) if he or she finds that the complaint has merit, the Registrar or the Council shall take such
steps as may be necessary in terms of the powers provided for by this Act to address the
concerns raised in the complaint.”.

Notices to medical scheme
571. Any noticc required or permiticd o be given to a medical scheme in terms of this Act shall. if
given to the principal officcr, be deemed 1o have been duly given to the medical scheme.

Insertion of heading for Chapter 13 in Act 131 of 1998

23. The principal Act is hereby amended by the insertion, after section 571, of the following Chapter
hcading;

“CHAPTER 13
GENERAL”

Amendment of section 63 of Act 131 of 1998, as amended by section 25 of Act 55 of 2001

24. Section 63 of the principal Act is hereby amended by the substitution for subsection (1) of the
following subsection:

“(1) No ftransaction involving the amalgamation of the business of a medical scheme with any
business of any other person [irrespective of whether that other person is or is not a medical
scheme] or the transfer of any business from a medical scheme to any othcr [medical scheme]
person (irrespective of whether that other person is or is not a medical scheme)or the transfer of any
busincss from any other person to a medical scheme, shall be of any force, unless such
amalgamation or transfer is carried out in accordance with the provisions of this section.”.

Amendment of section 66 of Act 131 of 1998, as amended by section 27 of Act 55 of 2001
25. Scction 66 of the principal Act is hercby amcnded by the —
fa) substitution in subsection (1) for paragraph (e) of the following paragraph:

“(e) renders a statcinent, account or invoice to a member or any other person, knowing that
such statcment, account or invoice is false and which may be used by such member or
other person to claim from a medical scheine any benefit or a benefit greater that then
bencfit o which he or she is cntitled in terms of the rules of the medical scheme [; or].”;

(b) substitution in subsection (1) for the words following paragraph (c) of the following words:

“shall, subject to the provisions of [subscction] subscctions (1A) and (2), be guilty of an

offence. and is liable on conviction to a fine or (o imprisonment for a period not exceeding
five years or to both a finc and imprisonment.”;

(¢) inscrtion after subsection (1) of the following subscction:

“ (1A) Notiwithstanding the provisions of subsection (1), any person who —

(a) in any way unlawfully obstructs or attcinpts to delay or prevent a pavment being made
from a medical scheme to the risk equalisation fund;

(h) makes or causes or allows to be made any false entry or statement 1o thie Council which
may affect the quantum of a financial transfer. or signs off on or submits any such
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siatement or entry to the Council without reasonable grounds for belicving the same to be
truc;

(¢} preparcs or mainiains or authoriscs the preparation or mainicnance of any falsc bocks of
accounl or other records of falsifies or authorises the falsification of any books of account
or other records, which causes, may causc or is intended to cause an crror in the value of
a financial transfer: or

(d) 1 any othcr way makes use ol any fraud, arl or contrivancc whatsocver, or authorizes the
use of any such fraud. art or contrivance which causes. may cause or is intended 10 cause
an crror in the value of a financial transfer.
shall be guiltv of an offence and is liable on conviction to a fin¢ not exceeding R1000000
or 10 imprisonmeni for a period not excceding 10 vears. or Lo _both such fine and

imprisonment.”

Amendment of scction 67 of Act 131 of 1998, as amended by section 28 of Act 55 of 2001 and section
3 of Act 62 of 2002

26. Scction 67 of the principal Act is hereby amended by the —

(check consequential amendments)
{a) insertion in subsection (1) of the following paragraphs afier paragraph ro):

“ (0A) duties of a principal officer;

(03] requircinenis and crtcria for the delermination of the fit and proper status of a trusice,
principal officer and any other person required to be fit and proper io perform any
function or duty in terms of this Act:

(6C) thc conduct of clections for members of the board of trustces of a medical scheme,
including conditions and requirements relating to —

(1) oversight of election processes:
(il) timing and location of elections:
(1i1) processes for the nomination of persons standing for election as irusiees:
(rv) advance notice 10 members concerning elections and voting processes: and
(v) any other matter affecting the fairness of clections;
(o)) the sound opcration of risk equalization. including;
(1) limitations to the benefits in respect of which risk cqualisation will apply, as
contemplated in section 19B:
(ii) the formula for the decilermination of the quantum of [inancial transfers. as
contcmplaiced in scction 19K:
(i11) periods within which the Registrar shall make financial transfers to medical schemnes
as coniemplated in termns of section 190(3); and
(iv) the amounts of administrative penalties as contemplated in (erms of section 195(3):;
foE) the determination of contributions for basic beneliis and supplementary benefil oplions,
as contcmplated in sections 32F and 32G.”

(&) insertion aficr subsection (1) of the following subscction:

“(1A) The Minister may_prescribe variations fromn the requirements of the rerulations
prescribed in termms of subsection (1) (o be applied to medical scheme products which cater
specifically for low income persons. provided that the variations so prescribed are —

{a) reasonably necessary Lo create conditions for the emergence of such medical scheme
products in the market; and
(b) 1n the best interests of low incaome consumers.”.

Insertion of Schedule 3 of Act 131 of 1998

27. The principal Act is hereby amended by (he insertion afler Schedule 2 of the following Schedule:
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“Schedule 3
TRANSITIONAL ARRANGEMENTS RELATING TO AMENDMENTS EFFECTED BY
MEDICAL SCHEMES AMENDMENT ACT, 2007

Definitions

1. In this Schedule —

“the amending Act” means the Medical Schemes Amendment Act. 2007

“the principal Act” means the Medical Schemes Act, 1998.
Trustees

1. A person who. immediately prior to commencement of the amending Act was lawfully a trustee
of a medical scheme but who is not eligible to serve as a trustee of the medical scheme as a

consequence of amendments to the principal Act by the amending Act, shall vacate such office

within a period of twelve calendar months after the commencement of the amending Act.

2. A board of trustees which, immediately prior to cominencement of the amending Act was
lawfully constituted, but which is no longer lawfully constituted as a consequence of amendments to
the principal Act by the amending Act shall. within a period of twelve calendar months after the
commencement of the amending Acl —
(a) change the constitution of the board of trustees to comply with the principal Act as
amended by the amending Act; and
(h) 1o the extent necessary, amend the rules of the medical scheme accordingly.

Principai officers

3. A person who immediately prior (0 commencement of the amending Act was lawfully a principal
officer of a medical scheme but who is not eligible (o scrve as a principal officer of the medical
scheme in terms of section 57C of this Act as a consequcnce of amendnents to the principal Act by
the amending Act, shall vacate such office within a period of twelve calendar months after the
commencement of the ainending Act.”

Application of this Act

28. Subjecl to the transitional clauses contained in schedule 3 inserted in Act 131 of 1998 by scction 27 of
this Act, the amendments effected by this Act (o Act 131 of 1998 shall apply to all rclevant contractual or
other business activitics or arrangements notwithstanding the fact that such contractual or other business
activities or arrangements may have been initiated or cntered into prior to the coming into operation of any
provision of this Act.

Short title and commencement

29. (1) This Act is called the Medical Schemes Amendment Act, 2008, and comes into opcration on a date
10 be fixed by the President by proclamation in the Gazette.
(2) Different dates may be fixed under subsection (1) in respect of different provisions of this Act.
(3) Notwithstanding the cowming into effect of this Act, financial transfers shall not commence until such
time as the Minister of Health, in concwrrence with the Minister of Finance, provides written approval
thercfor aftcr consideration of:

(a) the adequacy of the systems in place in the Council for Mcdical Schemes to cffectively manage

risk equalisation transfers;
(b) the quality of data available for purposes of adininistering the risk equalisation fund; and
(¢) any other matter relevant to such approval.
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EXPLANATORY MEMORANDUM ON THE OBJECTS OF THE MEDICAL SCHEMES
AMENDMENT BILL, 2008

1. The Medical Schemes Amendment Bill 2008 (“the Bill’), seeks to amend the
Medical Schemes Act, 1998 (Act No.131 of 1998) (“the principal Act”) to provide
for —

(a) the establishment of a risk equalisation fund, and for the implementation of
risk equalisation among medical schemes;

(b) a benefit structure within medical schemes that reduces complexity and
facilitates greater cross-subsidisation across the membership of the
medical scheme;

(c) revisions to the governance framework within medical schemes to
promote improved corporate governance;,

(d) certain measures to facilitate the emergence of risk-pooled medical
scheme products for low income beneficiaries; and

(e) various incidental matters.

2. CLAUSE BY CLAUSE ANALYSIS OF THE BILL

Clause 1

Clause 1 deals with definitions and inserts the definitions of basic benefits,
benefit, supplementary benefit option, financial transfer, material relationship, risk
equalisation, risk equalisation risk factor, risk equalised benefits, and the Fund.
The definition of principal officer is amended to make reference to the section
which places an obligation on trustees to appoint a principal officer (see
discussion of Chapter 12, Part 2, below).

Clause 2

Clause 2 amends section 7 of the principal Act, by extending the functions of the
Council for Medical Schemes (CMS), to include control of the management and
administration of the Risk Equalisation Fund (the Fund) in accordance with the
provisions of the Act, and to place an obligation on the Council to engage in
effective consultation in relation to the implementation of the REF.

Clause 3
The financial year of the Council is changed from 31 December to 31 March in

order to bring the Act in line with the requirements of the Public Finance
Management Act (PFMA).
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Clause 4

In clause 4, the Bill inserts a new chapter 3A in the principal Act, which becomes
sections 19A to 19S. The Chapter is divided into 5 Parts: 1: General Provisions;
2: Risk Equalisation Fund; 3: Information Required for Risk Equalisation; 4: Risk
Equalisation Methodology; and part 5: Appeals and Penalties.

PART 1

Section 19A
Section 19A makes it clear that risk equalisation shall apply to schemes and
schemes have a consequent obligation to comply with the requirements of risk
equalisation.

Section 19B
Section 19B provides for prescribed minimum benefit, that these are prescribed
by the Minister.

PART 2

Part 2 of Chapter 3A (sections 19C to 19H) deals with the institutional framework
of the Fund, with specific focus on ensuring proper governance, control and
accountability for the administration of the Fund.

Section 19C

The Council is required to establish a Fund, and open a bank account for the
Fund. The Council’'s statutory requirements for reporting are also extended to
include reporting on the Fund.

Section 19D
The section provides that the money in the Fund shall be managed by the
Council.

Section 19E
Section 19E defines the sources of revenue which may lawfully form part of the
Fund.

Section 19F
Section 19F provides that the moneys in the Fund may be appropriated only for
risk equalisation transfers.

Section 19G
Section 19G provides for investment of monies not immediately required and for

unexpended balances of the Fund to be carried forward to successive financial
years.

Section 19H
Section 19H provides for separate accounting records to be kept by the Council
in respect of the Fund, and for audits to be conducted by the Auditor-General.
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PART 3

Section 18|

Section 19l requires medical schemes to submit information to the Registrar,
which may be required for purposes of risk equalisation. The section also
protects personal information.

Section 19J

Section 19J provides for various measures to allow for proper verification of
information submitted by schemes for purposes of risk equalisation, including:
the submission of additional information by medical schemes, reports by an
auditor, and conducting of inspections. Specific duties of auditors are also set
out in this clause.

PART 4

Section 19K
The section enables the Minister to prescribe a formula for the determination of
the quantum of financial transfers.

Section 19L
The section provides for the publication by the Council of information relating to
risk equalisation risk factors.

Section 19M
The section provides for the publication of information related to risk equalisation
risk factors.

Section 19N
Section 19N provides for the determination of amounts of financial transfers.

Section 190
Section 190 provides for the effecting of financial transfers.

Section 19P

Section 19P makes provision for the possibility of the progressive implementation
of risk equalisation to be determined by the Minister on the recommendation of
the Council. This would entail incremental annual increases in the percentage of
financial transfers that are payable, taking into account the interest of the
financial soundness and viability of medical schemes in general.

Section 19Q

Section 19Q provides for the Registrar to timeously provide medical schemes
with projections on financial transfers.

Section 19R

This provision makes it clear that if an appeal is lodged against a decision made
in terms of the provisions of this chapter, such appeal shall not suspend any
obligation to pay a financial transfer pending the outcome of an appeal.
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Section 19S5

Section 19S makes provision for administrative penalties to be imposed by the
Registrar on medical schemes for any failure to comply with risk equalisation
provisions of the Act.

Clause 5
The clause provides for matters that must be included in rules of medical
schemes.

Clause 6
The clause provides for the deletion of section 29A of the principal Act which is
replaced by new section 32B.

Clause 7
Clause 7 introduces Chapter 5A which generally provides for admission of
beneficiaries. Following hereunder are specific provisions.

CHAPTER 5A: ADMISSION OF BENEFICIARIES

Section 32A
Section 32A incorporates the existing section 29(3) of the Act, without
substantive amendment, providing for open enrolment.

Section 32B
Section 32B incorporates, without amendment, the existing section 29A of the
Act, providing for waiting periods.

Section 32C
Section 32C provides for continuation of membership.

Section 32D
Section 32D provides for cancellation and suspension of membership.

Section 32E
Section 32 E provides for community rating by medical schemes.

Section 32F
Section 32F provides for contribution requirements for basic benefits.

Section 32G
Section 32 G provides for contribution requirements for supplementary benefits.

Section 32H
Section 32H provides for discounts for choice of provider.

Clause 8
The clause provides for a new heading to chapter 6.
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Clause 9
The clause provides for a new section 32J which provides for basic benefits and
supplementary benefit options.

Clause 10.
This clause provides for consequential amendments to section 33.

Clause 11
The clause provides for a new section 34A that provides for matters relating
services obtained from public hospitals.

Clause 12 ‘
The clause seeks to amend section 35(12) of the principal Act by allowing the
Registrar to act in certain matters without the concurrence of the Council.

Clause 13

The clause provides for changes references in section 36 to the now repealed
Public Accountants’ and Auditors’ Act, 1991 to the relevant provisions of the new
Auditing Professions Act, 2005.

Clause 14
The amendment to section 37 updates the standards for annual financial
statements to come in line with International Financial Reporting Standards.

Clause 15

References in section 44(2) & (3) to the now repealed Inspection of Financial
Institutions Act 1984 has been changed to reflect a corresponding reference to
the 1998 Act. Erroneous cross references in subsections (6), (7), (10) and (11) of
section 44 have also been corrected. These are purely technical corrections.

Clause 16

The clause provides for powers of the High Court in relation to flawed election
processes, these powers are now integrated in section 51 of the Act where they
are considered to be more appropriately located.

Clause 17

Section 56 of the Act is amended by replacing references to the now repealed
Financial Institutions (Investment of Funds) Act, 1984, with references to the
Financial Institutions (Protection of Funds) Act, 2001.

Clause 18
Clause 18 amends the heading of Chapter 12 from “General” to “Governance”.
The Chapter heading “General” is reinserted by clause 23 after section 57 I.

Clause 19
Ciause 19 inserts the heading for Part 1: Board of Trustees.



30 No. 31114 GOVERNMENT GAZETTE, 2 JUNE 2008

Clause 20

The amendment to section 57(1), consistent with the governance model
described above, are intended to emphasise the governance role of trustees, as
opposed to management, by the Board. The amendment to section 57(2)
establishes the accountability of the Board to its members and, to the extent
provided for in the Act, to the Registrar and the Council.

Clause 21

The clause introduces sections on corporate governance in general and
specifically provides for section 57A, which provides for the composition of
boards of trustees and section 57B, which provides for duties of board of
trustees.

Clause 22

This clause provides for matters relating to principal officers in general and
specifically provides for their appointment, corporate governance, duty of care,
disclosure, and suspension and removal from office. It is important to note that
the amendment seeks to ensure that a principal officer or trustee who is
aggrieved by a suspension or termination, and who believes that it has resulted
from him or her duly performing his or her duties, or otherwise expaosing
inappropriate or unlawful conduct, to complain in writing to the Registrar. The
Registrar then has a duty to investigate and, if there is found to be merit in the
compiaint, invoke such powers as may already be provided for in the Act to
remedy the situation.

Clause 23
In accordance with the restructuring of this area of the Act, the Chapter heading
for Chapter 13: General is inserted by this clause.

Clause 24
The clause simply seeks to clarify the existing section 63.

Clause 25

Section 66 of the Act is amended to make provision for specific offences and
penalties in relation to fraudulent or obstructive measures designed to frustrate or
subvert the effective application of risk equalisation among medical schemes.

Ciause 26
The amendments to section 67 of the Act create enabling provisions for the
Minister to make regulations relating to additional matters.

Clause 27

Clause 27 provides for transitional measures in relation to trustees and principal
officers. It also provides for the short title of the Act and the fixing of the
commencement date. It also provides for a trigger for the risk equalisation
financial transfers to be in the hands of the Ministers of Health and Finance,
based on consideration of the adequacy of risk equalisation systems, the quality
of data for purposes of risk equalisation and any other relevant matter.
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Clause 28

Clause 28 provides for contractual or other business activities or arrangements
notwithstanding the fact that such contractual or other business activities or
arrangements may have been initiated or entered into prior to the coming into
operation of any provision of this Act.

Clause 29

Clause 29 provides for the short titte and commencement of the Act, that this Act
is called the Medical Schemes Amendment Act, 2008, and comes into operation
on a date to be fixed by the President by proclamation in the Gazette.
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GENERAL EXPLANATORY NOTE:

i ] Words in bold type in square brackets indicate omissions from existing

enactments
DRAFT BILL

Te amend the National Health Aci, 2003, so as to provide for some definitions;
the appointment and functions of the Facilitator and Assistant Facilitators;
support and remuneration for the Facilitator and Assistant Facilitators; conflict
of interest; collective negotiations and individual bargaining on prices; resolution
of disputes; limitation of liability; exemption for medicines; short title and

commencement of the Act; and matters incidental thereto.

BE IT ENACTED by the Parliament of the Republic of South Africa, as follows:-
Insertion of chapter 10A in Act 61 of 2003

1. The National Health Act, 2003 (Act No. 61 of 2003) (“hereinafter referred to
as “the principal Act”) is hereby amended by the insertion after chapter 10 of the

following chapter:
“Chapter 10A

Definitions
89A. In this chapter-
(a) “prescribed minimum benefits” mean prescribed minimum benefits as
provided for in the regulations made in terms of the Medical Schemes Act,
1998 (Act No. 131 of 1998) published under GN R570 of 5 June 2000 as
amended; and
(b) “prices” mean tariffs, fees or any form of reimbursement for health
services rendered, procedures performed and consumable and disposable
items utilised by health establishments, health care providers or health

workers.
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Objects of Chapter
89B. The object of this chapter is to create a framework that-
(a) enables health care providers, health establishments and medical schemes
to-
(1) negotiate collectively on prices; and
(i1) bargain wndividually on prices; and

(b) ensures transparency and fairness in the determination of prices.

Facilitator, Assistant Facilitators, appointment and functions
89C. (1) The Minister shall-

(a) by notice in the Gazette, invite nominations on the
appointment of a Facilitator for Health Pricing (“the
Facilitator™);

(b) after receiving nominations as contemplated in paragraph
{(a), appoint a Facilitator and two or more but not exceeding
five Assistant Facilitators from such nominations;

(c) in an instance where no nominations are recetved aller an
invitation, on his or her own accord, appoint the Facilitator
and Assistant Facilitators, and

(d) ensure that persons appointed as the Facilitator or Assistant
Facilitators when severally considered, have qualifications
or experience in mediation and dispute resolution, health

economics; law; commerce; health or public admnistration.

(2) The Facilitator-
(a) is appointed on a contract with a fixed term; and
(b) must not have an direct interest, financial or otherwise in the affairs
of any of the parties taking part in the negotiations or bargaining

processes contemplated in section 89F ..

(3) The Facilitator musi-
(a) in the prescribed manner-
) facilitate the collective negotiations contemplated in
section 89F(2)(a);
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(1) record and submil to the Minister for publication
agreements reached at such collective negotiations; and
(b) where called upon by the parties or a party lo individual

bargaining, assist such parties during the bargaining process.

(4) The Facilitator may at the request of a party to collective bargaining,
require any other party to {urnish the party requesting information with any
specified information 10 assist the latier party 1o make informed choices during

the bargaining process.

(5) In facilitating the collective negotiation process, the Facilitator must
ensure that the process is conducted in a manner that-

(a) is fair and transparent 10 the parties involved; and

(b) enables the parties to share information that is necessary for them

10 make informed decisions.

(6) The Facililator shall-

(a) 1n an instance where parties 10 colleclive negotiations {ail 1o agree
on prices, confirm that the parties have failed to agree and refer this

matter for arbitration in terms of section 891 and

(b) confirm in writing 1o the Minister at the end of both collective
negotiations and individual bargaining processes that such processes

were transparent and fair o the parties involved; and

(7) Assistant Facilitators shall assist the Facilitator in the performance of his or

her functions.

Support and remuneration
89D. (1) The Director-General shall, with the concurrence of the Facilitator,

designate staff of the national department as the secretariat for the Facilitator.
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(2) The Minister must, in consultation with the Minister of Finance, determine
remuneration for the Facilitator and Assistant Facilitators.
Conflict of interest
89E. Persons nominated for the position of the Facilitator or Assistant Facilitators
must upon request by the Minister, submit 1o the Minister a wrilten statement in
which 1t is declared whether or not they have any direct or indirect interesi financially

or otherwise, which-

(a) may constilute a conflict of interest in respect of their functions; or
(b) could reasonably be expected 1o compromise themselves in the

performance of their functions.

Negotiations and Bargaining

89F. (1) The Minister must, within 60 days of publication of the reference price
lists (RPL) contemplated in section 90(1)(v), by notice in the Gazette, invile
health care providers, health establishmenis and medical schemes (hereinalier

jointly referred 1o as “the parties™) 10 negotiate and bargain on prices.

(2) The parties may-
(a) negotiate collectively in instances where the parties are represented
by representative organizations or associations; and
(b) bargain individually in instances where the parties represent

themselves as individual entities.

(3) The parties to both collective negotiations and individual bargaining-
(a) may conduct such negotiations or bargaining separately according
Lo their specific area ol interest; and
(b) must use the RPL as a source of reference for negotiations and

bargaining.
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Prescribed minimum benefits

89G.

(1) In coliective negotiations, the parties must agree on maximum prices that

can be charged, using the RPL as a source of reference.

(2) Where the parties 1o both collective negotiations and individual bargaining
have reached agreements on prices, health care providers and health
establishments shall not charge prices in excess ol those agreed upon if the

prices are in respect of prescribed mimmum benefits.

(3) In an instance where-

1) negotiations or bargaining as contemplated in section 89F(2)
fail and the parties are unable 1o reach agreement on prices;
and

(1) such prices are in respect of prescribed minimum benefits,

the parties must inform the Facilitalor who shall then refer the matter

for arbitration in terms of section §9H.

4) A determination made by the arbitrator is also binding in respect of
users who are not members or dependants of members of medical

schemes.

Non-Prescribed minimum benefits

89H.

The parties negotiating and bargaining on prices that do not relate to

prescribed minimum benefits must also use the RPL as a source of reference.

Arbitration, resolution of disputes

891

(1) A parily or parties to the bargaining process or the Facilitator may in the
prescribed manner refer a dispute arising {rom the bargaining process to the

Minister.

(2) The Minister shall within 30 days of receipt of the notice of the dispute,
refer the dispute to an arbitrator agreeable 10 both parties and appointed by the

Minister.
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(3) Where the parties fail to agree on the appointment of the arbitrator, the
Minister shall, afier consultation with the Minmisier of Justice and

Constitutional Development, appoint the arbitrator.

(4) The arbiirator shall make a determination on the dispute within 30 days
and inform the pariies, the Facilitator where the dispute was referred for

resolution by the Facilitator and the Minister of such determination.

(5) The costs of arbitration shall be borne by the parties to the dispute, with
the arbitrator having the power 1o make an appropriate cost order having

1laken into account the conduct of the parties during arbitration.

Limitation of liability
89).  The Facilitator and the secretaniat are not liable for any loss suffered by any
person as a resull ol any act performed or omiited in good faith in the course

of exercising the functions in terms ol thus Chapter.

Exemption, Medicines

89K. The provisions of this Chapter do not apply to the sale of medicines.

Amendment of section 90 of Act 61 of 2003
2. Section 90 of the principal Act is hereby amended by the substitution in

subsection (1) of paragraph (v) of the following paragraph:

“(v) the processes of determination and publication by the Director-General of
one or more reference price lists for services rendered, procedures performed,
and consumable and disposable iems utilised by categories of health
establishments, health care providers or health workers in the private health

sector which may be used-

0] by a medical scheme as a reference to determine its own

benefits: and

6
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(ii) by health establishments, health care providers or health
workers in the private health sector as a reference to
determine their own fees,

|but which are not mandatory;} and™

Short title and commencement

3. This Act is called the National Health Amendment Act, 2008 and shall come

into operation on a date fixed by the President by proclamation in the Gazette.
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EXPLANATORY MEMORANDUM ON THE OBJECTS OF THE NATIONAL
HEALTH AMENDMENT BILL, 2008

PURPOSE OF THE BILL

The purpose of the Bill is to introduce a new chapter in the National
Health Act, 2003 that provides for a framework for health pricing.

2. CLAUSE BY CLAUSE ANALYSIS OF THE BILL
The Bill seeks to introduce Chapter 10A in the National Health Act,
2003 (Act No. 61 of 2003), so as to specifically, clause by clause,

provide for the following:

21 Clause 89A
It provides for the insertion of new definitions of some of the words

used in the new chapter.

2.2 Clause 89B
It makes provision for the objects of the Chapter, which is to provide
for a framework to enable health care providers, health
establishments and medical schemes (“stakeholders”) to negotiate

and bargain on prices.

2.3 Clause 89C
The clause provides for the actual appointment of the Facilitator and
Assistant Facilitators by the Minister from nominations by interested
persons. It further provides for the functions of the Facilitator which
include facilitating collective negotiations by stakeholders; recording
and submitting to the Minister agreements reached on prices;
assisting the parties during the negotiations process; ensuring that
negotiations are conducted in a transparent and fair manner; and
confirming to the Minister that indeed such negotiations were

conducted in a transparent and fair manner.
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2.4

2.5

2.6

2.7

Clause 89D

The clause provides for the support for and remuneration of the
Facilitator, that the Director-General shall designate staff of the
Department to serve as the Secretariat for the Facilitator and that
the Facilitator's remuneration is determined by the Minister in

consultation with the Minister of Finance.

Clause 89E

The clause deais with conflict if interest, that the Facilitator must
make a declaration to the Minister in this regard.

Clause 89F

The clause provides for the actual negotiations and bargaining on
prices, that the parties may negotiate collectively as organizations or
associations and bargain individually as individual entities; that
negotiations must start after the publication by the Department of the
reference price lists and that these lists must serve as a price
reference for the parties during the negotiations process, that where
the parties have reached agreements on prices, health care
providers and health establishments shall not charge prices in
excess of those agreed upon.

Clause 89G

The Clause provides for an eventuality where the parties fails to
agree on prices, that in such an instance, if the services rendered
relate to prescribed minimum benefits, health care providers and
health establishments shall not charge prices in excess of those
appearing on the reference price lists. This requirement also extends
to patients who are not members of medical schemes. Provision is
made for specialists that these may charge in excess of prices
appearing on the reference price lists.
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2.8

2.9

2.10

211

Clause 89H
The Clause provides for non-prescribed minimum benefits, that
whatever the parties charge must be in relation to the reference

price lists.

Clause 89|

The Ciause provides for the resolution of disputes, that where
disputes arise during the negotiations process, such disputes may
be referred to the Minister and that the Minister shall appoint an
arbitrator agreeable to both parties to resolve the dispute and that
where the parties cannot agree on the arbitrator, the Minister may
appoint one after consultation with the Minister of Justice and
Constitutional Development.

Clause 89J

The clause provides for limitation of liability for the Facilitator and the
secretariat for acts performed in good faith in the performance of

their functions.
Clause 89K

The Clause exempts medicines from the provisions of the new
chapter because medicines’ prices are already regulated in terms of

other legislation.
CONSULTATION

The provisions of the Bill resulted from consultative processes between
the National Department and Provinces as well as stakeholders in the

private health care industry. The Bill was also published for comment.
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FINANCIAL IMPLICATIONS
The financiai implications have been estimated and the necessary
budget wili be allocated.

PARLIAMENTARY PROCEDURE

This Bill must be dealt with in accordance with the procedure

established by section 76 of the Constitution.
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GENERAL EXPLANATQORY NOTE:

4 | words in bold type in squarc brackets indicatc omissions from the
existing enactents.

words underlined with a solid line indicalc insertions in existing enactinents.

DRAFKFT BILL
To amend the Medicines and Related Substances Act, 1965, so as to provide for the establishment of the
South African Health Products Regulatory Authority; for the certification and registration of products
which include medicines, medical devices and certain foodstuffs and cosmetics, for the control of
Scheduled substances; and matters incidental thereto.

BE IT ENACTED by the Parliament of the Republic of South Africa, as lollows:-

Amendment of scction 1 of Act 101 of 1965 as amended by scction 1 of Act 65 of 1974, scction 1 of Act 17
of 1979, section lof Act 20 of 1981, section 1 of Act 94 of 1991, section 49 of Act 94 of 1991, section 1 of
Act 49 of 1996, section 1 of Act 90 of 1997 and seciion 1 of Act 17 of 1979.

1. Section 1 of the Medicines and Related Substances Act 101 of 1965 (bereinalier referred Lo as the
principal Act) is hereby amended by the-

(a) substitution, in the definition of advertiscment, for the words appcaring before paragraph (a) of the
following words:

“advertiscment', in relation 10 any jmedicine] product or Scheduled substance, mcans any writicn,
pictorial, visual or other descriptive mattcr or verbal statement or reference-”

(b) substitution, in the definition of advertisement, of the words following upon paragraph (c) of the
fotlowing words:

“which is intended (o promotc the sale of that jmedicine| product or Scheduled substance, and
‘advertise’ has a corresponding incaning;™

(c) inscrtion afier the definition of “approved namce™ of the f{ollowing definition:

“Authority” means the South African Health Products Regulatory Authority established in terms of
scction 2 of this Act™

(d) insextion after the defimition of “certificale of registration™ of the following definitions:

“ > certification” means certification by the Authorily that a product is safe, of good quality and
efficacious in relation to its effect on human or animal health, as the case may be™;

“cosmetic” means a cosmetic as defined in terms of the Foodstuffs, Cosmetics and Disinfectants Act.
1972 (Act Na. 54 of 1972 in respect of which medicinal clains are made.

() deletion of the definition of “council”;

(F) inscrtion afier the definition of “cxport” of the following definition:
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“foodstufl” means a foodstuff as defined in the Foodstuffs. Cosinetics and Disinfectants Act, 1972 in
respect of which medicinal claims are made.;”

(f) insertion of the following definition after the definition of “prescribed™:

““productl” includes a nedicine; cosmetic: medical device or a foodstulf:”

(g) decletion of the definition of Registrar;
(h) the deletion of subscction (3).
(i) substitution for subsection (4) of the following subsection:

“(4) Intcrational icndering for fmedicines] products shall be allowed in the prescribed manncer and on
the prescribed conditions”

Substitution of section 2 of Act 101 of 1965, as amended
2. The followings scction is hereby substituled for section 2 of the principal Act:

“Kstablishment, powers and funclions of the South African Health Products Regulatory Authority

)

2. (1) The South African Health Products Regulatory Authority (the Authority) is hercby
cstablished.

(2) The Authority is-

(a) ajuristic person;
(b) subject to the Public Finance Management Act, 1999 (Act No. 1 of 1999): and
(c) accountable to and reports to the Minister.

(3) The Authority may exercisc the powers and shall perform the functions conferred upon or
assigned to it by this Act.”

Substitution of section 3 of 101 of 1965 as amended
3. The following scction is hercby substituted for section 3 of the principal Act

“Chief Executive Officer and Other Staff of Authority

3. (1) The Minister mus! appoint a suitably qualified person as the Chief Executive Officer of the
Authority,

(2) The Chief Exccutive Officer-

(a) is appointed for a term of five years and may be reappointed for one additional
term of five years;

®) is appointed subject to the conclusion of a performance agreement with the
Minister;

©) is accountable to and reports to the Minister:

(d) is entitled to the benefits as may be determined by the Minister in consultation

with the Minister for Public Scrvice and Administration:
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©) is responsible for the general administration of the Authority and for the carrying
out of any functions assigned to the Authority by this Act and the Minister:

Q) must manage and direct the activities of the Authority;

e must appoint and supervise the Authority’s staff; and

(h) must compile business and financial plans and reports in terms of Act 1 of 1999,

(3) The Chief Exccutive Officer shall appoint suitably qualified staff and may contract other suitably

qualified persons to assist the Authority in carrying out its functions.

(4) The Minister, after consultation with the Minister for the Public Service and Administration, shall

determine the human resources policy for the Authority and such policy shall include a code of

conduct applicable to the Chiel Executive Officer and staff of the Authority.

(5) The Authority may utilise persons seconded ox transferred from the public service and such transfer
must be in accordance with the Labour Relations Act, 1995 (Act No. 66 of 1995).

(6) The Chief Exccutive Officer and the staff of the Authority becomne members of the Government

Employees’ Pension Fund contemplated in section 2 of the Government Emplovees Pension Law,

1996 (Proclamation No. 21 of 1996).

(7) The Chicfl Exccutive Officer may, subject to the approval of the Ministcr, appoint committces as it
may dcem necessary, Lo investigate and rcport 1o it on any matter within the purview of the Authority in
terms of this Act.

Repeal of sections 4, 5, 6, 7, 8, 9 and 12 of Act 101 of 1965.

4. Sections 4, 5,6. 7. 8, 9 and 12 of the principal Act are hereby repealed.

Amendment of section 13 of Act 101 of 1965 as amended

5. The following section is hereby substituted for section 13 of the principal Act:
“ Registers
13. The Chief Executive Officer shall keep scparatc registers for products. in which he or she shall record
products’ certification by the Authority and registration as approved by the Minister. and in which he or

she shall enter all such particulars in regard to such products and the holder of certification or certificate
of registration in respect of such products as are required by this Act o be entered therein.”

Amendment of section 14 of Act 101 of 1965 as amended
6. Section 14 of the principal Act is hereby amended by the-

(a) substitution for the heading of section 14 of the following heading:



46 No.31114 GOVERNMENT GAZETTE, 2 JUNE 2008

4

“Prohibition on the sale of products which are subject to certification or registration and are
not certified or registered”;

(b) substitution for subscction (1) of the following subsection:

(1) Save as provided in this scction or scctions 21 and 22A, no person shall scll any [medicine,]
product which is subject to certification and registration by virtue of a jresolution] notice
published in terms of subsection (2) unless it is certified and registered.

(c) substitution for subscction (2) of the following subscction:

“(2) (a) The [council| Authority may from time to time by |resolution approved byj] notice. wiih
the approval of the Minister, determine that a medicing or class or category of medicines or
part of any class or category of medicines; a cosinctic, medical device or foodstuff mentioned
in the [resolution] noticc shall be subject to certification and registration in terms of this Act.

(b) Any such fresolution] notice may also relatc only o [medicines,] products which were
available for sale in the Republic immediately prior to the date on which it comes into

operation in terms of paragraph (c) or only to [medicines] products which were not then so
available.

(c) Any such [resolution] noticc shall be published in the Gazetie by the [registrar] Chuel
Executive Officer and shall come into operation on the datc on which it is so published.”

(d) Substitution for subscction (3) of the following subsection:

“(3) 1n the casc of a [medicine,] product which was available for salc in the Rcpublic immediatcly
prior to the date of publication in the Gazclic of the [resolution] notice by virtue of which it is subject

to ccrtification and rcgistration in terms of this Act, the provisions of subscction (1) shall come into
opcration-

(a) if no application for the certification and registration of such {medicine] product. is made
within the period of six months immediately succeeding that date, on the expiration of that period,
or

(b) if the application for the cerntification and registration of such [medicine,] product is made

within the said period. on the date one month aficr the date on which a notice in respect of such

[medicine] product. is publishcd in the Gazette in terms of section 15 (10) or section 17 (a).”

(c) substitution for the words following upon paragrapl (b) of subsection (4) of the following words:
“if such medicine does not contain any component the sale of which is prohibited by this Act
or any componcnt in respect of which an application for centification and registration has been
rcjected. and is not or has not been advertised: Provided that the active components of such
medicine appear in another medicine which has been certificd and registered under this Act.”
Amendment of section 15 of Act 101 of 1965 as amended

7. The following section is hercby substituted for section 15 of the principal Act:

“Certification and Registration of products
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15. (1) Every application for the certification and registration of a product shall be submitted to the Chief
Exccutive Officer in the prescribed form and shall be accompanied by the prescribed particulars and
samples of the relevant products and by the prescribed certification or registration fee.

(2) As soon as possible after receipt by him or her of any such application together with any
particulars and samples which accompanied the application, he or she shall inform the applicant in
wriling that the application is being considered.”

(3) (a) If after considcration of any such application and afier any investigation or enquiry which 1t may
consider necessary the Authority is satisfied that the product in question is suitable for the purposc
for which it is intended and complies with the prescribed requirements and that the product is safe,
of good quality and efficacious, it shall issue the applicant with a certificate to that effect.

(b) _If the Authority is not so satisficd it shall causc the applicant 10 be notificd in writing of the
rcasons why it is not so satisfied and causc the applicant to be informed that he or shc may within a
period of one month after the date of the notification furnish the Chief Executive Officer with his or
her comments on the Authority’s reasons for not being so satisfied.

{c) I no such comments arc submitied by the applicant within the said period, or if afier
consideration of any conunents so submitted the Authority is still not satisfied as aforesaid. it shall
not issuc the certificate conteinplated in paragraph (a).

(4) _ (a) After the Authority has issued a certificate in respect of any product, the Chief Executive Officer
shall in writing, notify the applicant of that fact and submit the application to the Minister for a decision
on the registration of the product;

(b) If the Minister is satisficd that it is in the public interest to register such a product, the Minister shall
approve of the registration of such product and if the Minister is not so satisfied, she or he will not
approve of the registration and shall inform the Authority accordingly and the Authority shall inform
the applicant;

(¢) In determining whether it is in the public interest to register a product. the Minister shall take the
following into account in relation to the State:

(1) public health intcrests including national cpidcmiological trends:

(il) econoinic interests in relation 1o health policies;

(11) whether the product is supportive of national health policy and goals in the long term:
(iv) whether the product is likely to significantly improve access to health carc for vulnerable
groups within socicty;

(v) the expericnee of other countrics concerning the marketing, distribution and use of the

product; and
(vi) gencrally whether the public would be best scrved by such registration.

(d) Vecicrinary medicines shall be registered by the Minister after consultation with the Minister of
Agriculture.

(e) The Authority shall upon being informed of the Minister’s decision to0 approve the registration. record
such registration in the relevant register and issue the applicant with a certification and the certificate of
registration..

(5) Every product shall be certified and regisicred under such name as the Authority may approve.

(6) The Chiel Exccutive Officer shall allocale to every product certified or registered under this Act a
certification or registration number which shall be recorded in the register opposite the name of such product and
which shall be stated in the certification or certificate of registration issued in respect of such product.
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(7) Any certification or registration under this section, shall be valid for a period of five years and may be made
subject o such conditions as may with rcegard to the succeeding provisions of this section be determined by the
Authority or the Minister respectively.

(8) No condition shall bc imposed under subsection (7) whereby the sale of the medicine in question by any
person other than a pharmacisi is prohibited or until after the applicant has in writing been notificd by the Chief
Exccutive Officer or the Minister. as the casc may be, that the imposition of such condition is contemnplated and
invited to submit written representations 1o the Authority or the Minister, as the casc may be, in regard to the
matter.

(9) If no such reprcscntations arc lodged by the applicant concerned within a period of one month aficr the
reccipt by him or her of any notification refcrred 1o in subsection (8). or if afier consideration of any such
representations the Authority or the Minister, as the case may be. is still of the opinion that the condition in
question_should be imposed. the Authority or the Minisier, as the case may be. shall certify or register the
product concerned subject to the said condition.

(10) Notice of the rejection of an application for certification or registration under this section in respect of a
product referred to in subscection (3) of section 14 shail be given in the Gazette by the Chief Executive Officer.

(11) The Chief Exccutive Officer shall as soon as possible afier the date of expiry of the appropriate period
referred to in section 14(3) publish in the Gazette the prescribed particulars in respect of all applications for
ccrtification and registration reccived by him or her prior to such datc.”

Amendment of section 1SA of Act 101 of 1965 as amended

8. The following section is hereby substituted for section 15A of the principal Act:
“Amcendment of entries in the register
(1) The entry madc in the register with respect (o any product may on application by the holder of
certification or centificate of repistration issued in respect of such product be amended by the Chief

Executive Officer and with the approval of the Minister if such amendment relates to the registration of
the product.

(2) Application for the amendinent of an entry in the register shall be made to the Chief Executive
Officcr on the prescribed form and shall be accompanicd by the prescribed application fces.

(3) The Chief Executive Officer shall as soon as possible after the receipt of any such application
submnit the application o the Authorily for consideration.

(4) I{ the Authority or the Minister, as the casc may be. grants approval in respect of any application
submitted (o it in terms of subsection (3) the Chief Executive Officer shall make the required
amendments in the register and, if necessary. cancel the existing certification or registration in respect
of such product and issue a new certification or certificate of registration on the prescribed form to (he
applicant in respect of such product.”

Amendment of section 15B of Act 101 of 1965 as amended
9. The following scction is hereby substituted for scction 15B of the principal Act:

“Transfer of certification or certificatc of registration
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“(1) Certification or certificate of registration may with the approval of the Authority be transferred
by the holder thereof to any other person.

(2) Application for approval of the transfer of ceriification or a certificate of registration shall be
made 10 the Chief Executive Officer on the prescribed form and shall be accompanied by the
ccrtification or certificate of registration in gucstion and the prescribed application fecs.

(3) The Chicf Exceutive Officer shall as soon as practicable afier the reccipt of any such application
submit the application to the Authority for consideration.

“(4) If the Authority grants any application submittcd to it in terms of subscclion (3) the Chicf
Executive Officer shall make the nccessary entries in the register relating to the person to whom
certification or the certificate of registration is transferred. cancel the cxisting certification or
certificate of registration and issuc a new one on the prescribed form to such person in respect of the
relevant product”

Amendment of section 15C of Act 101 of 1965 as amended

9. Section 13C of the principal Act is hereby amended by the substitution for paragraph (b) of the following
paragraph:

“(b) prescribe the conditions on which any medicine which is identical in composition, meets the saine
quality standard and is intended to have the same proprictary name as that of another medicine alrcady
registered in the Republic, but which is iinported by a person other than the person who is the holder of
certification or the registration certificate of the medicine already rcgistered and which originates from
any sitc of manufacture of the original manufacturer as approved by the jcouncil] Authority in the
prescribed manner, may be imported:”

Amendment of section 16 of Act 101 of 1965 as amended
10. The following section is hereby substituted for section 16 of the principal Act:

“ Cancellation of certification and registration

“(1) If the Authority-

(a) is of the opinion that any person has failcd to comply with any condition subject to which any
product was certified or registered: or

(b) is of the opinion that any product does not comply with any prescribed requircment: or

(c) in consuliation with the Minister, is of the opinion thal it is not in the public intcrest that any
product shall be available (o the public.

the Authority shall cause notice in writing o be given accordingly by ihe Chiel Executive Officer
to the holder of the certification or certificate of registration issued in respect of that product.

(2) Any such notice shatl spccify the grounds on which the Authority’s opinion is based. and shall
indicaic that the person to whom it is directed may within one month after receipt thereof submit 1o
the Chief Executive Officer any commenis he may wish to put_forward in connection with the
maiter.
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(3) If no such comments arc so submittcd. or if afier considcration of any comments so submiticd the
Authority is of the opinion that the certification or the registration of the product in question should be
cancelled. the Authority may-

{a) cancel the certification thercof and
(b) in consultation with the Minister, cancel the registration thereol.

(4) If the person who is the holder of the certification or certificate of registration issued in respect of
any product fails to pay the prescribed annual fee in respect of the retention of the certification or
registration of that product before or on the prescribed date or such later date as the Chicf Exccutive
Officer may determine on application Qy‘ that person. the Chief Executive Officer shall cancel the
registration of that product.”

Amendment of section 17 of Act 101 of 1965 as amended
11. The following section is hereby substituted for section 17 of the principal Act:

“Notification or cancellation of certification or registration

17. The Chief Executive Officer shall give notice in the Gazetie of the certification or registration or
cancellation of the certification or the rcgistration of any product in terms of this Act. and shall in such

notice specify-

(a) in the case of a certification or registration of any product, the name under which such product is
certified or registered, the active components of such product, the name of the person who applied for
the certification or registration of such product, the number allocated to it in terms of section 15 and the
conditions (if any) subject to which it is certified or registered:

(b) in the case of a canccllation of the certification or registration of any product. thc name under which
such product was certificd or registered. the namgc of the holder of the certification or certificate of
registration issued in respect of such product and the number which was allocated to it in terms of
section 157

Amendment of section 18 of Act 101 of 1965 as amended
12. Section 18 of the principal Act is hereby amended by the-
(a) substitution for subscction (1) of the following subscction:
(1) No person shall scll any medicine] product or Scheduled substance unless the immediate
container or the package in which that [medicine] product or Scheduled substance is sold bears a label
stating the prescribed particulars.”

(b) substitution for subsection (2) of the following subsection:

“(2) No person shali advertise any jmedicine] product or Scheduled substance for sale uniess such
advertiscment complics with the prescribed requirements.”

(c) substitution for subsection (3) of the following subsection:

“(3) The label referred to in subsection (1) shall be approved by the {councit] Authority”
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(d) substitution for subsection (4) of the following subsection:

“(4) The [council] Authority may authorise a deviation from the prescribed format and contents of any
label.”

(c) substitution for subscction (5) of the following subsection:

*(3) The Minister may prescribe additional requirements for the Iabelling of [medicines] prodncts.™

Amendment of section 18A of Act 101 of 1065 as amended
[3. The following section is hercby substituied for scction 18A of the Principal Act:
“Bonusing

18A. No person shall supply any [medicine] product according to a bonus systein, rebate system or any
other incentive scheme.”

Amecndment of section 18B of Act 101 of 1965 as amended
14. The following section is hereby substituted for section 18B of the principal Act:

“Sampling of Products

(1) No person shall sample any product.

(2) For the purposcs of this scction ‘sample’ means the frec supply of products by a manufacturer or
wholesaler or its agent 10 a pharmacist. medical practitioner. dentist. veterinarian, practitioner, nursc or
other person registered under the Health Professions Act, 1974, but does not include the free supply of
products for the purposes of clinical trials. donations of products to the State, tendering to the State and
quality control by inspectors.

(3) The usc of products or Scheduled substances for exhibition purposes shall be as prescribed.”

Amendment of section 18C of Act 101 of 1965 as amended
15. The following section is hercby substituted for section 18C of the principal Act:

“Marketing of products

18C. The Minister may. after consultation with the relevant industries and other stakeholders. make
regulations relating to the marketing of products and such regulations may also provide for Codes of
Practice for relevant industries.”

Amendment of section 19 of Act 101 of 1965 as amended
16. Section 19 of the principal Act is hereby amended by the-
(a) substitution for the heading of the following heading:

“ Prohibition on sale of products which do not comply with prescribed reguirements and
furnishing of information regarding products to the Authority”
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(b) substitution for subsection (1) of the following subsection:
“(1) No person shall scll any [medicine] product unless it complies with the prescribed requirements.
(¢) substitution for subsection (2) of the following subsection:
~(2) The [council] Authority may by notice in writing require any person who manufactures or sells
products or administers or prescribes any medicine or on whosc dircction any nedicine is administercd

to furnish it, within a period stipulated in such noticc, with any information which such person has in
his possession or which such person is in a position {0 obtain regarding such medicine or product.”

(d) substitution for subsection (3) of the (ollowing subscction:

“(3) The [council] Authority may, if so requested by any person (o whom a notice under subsection (2)
1s addressecd, cxtend the period stipulated in such notice.™

Amendment of section 20 of Act 101 of 1965 as amended
17. Scction 20 of the principal Act is hereby amended by the-
(a) substitution of the heading of the following hecading:

“Publication or distribution of faisc advertiscments concerning products™

(b) substitution for subsection (1) of thc following subsection:
“(1) No pcrson shali-

(a) publish or distributc or in any other manner whatsoever bring to the notice of the public or
cause or permit to be published or distributed or 10 be so brought to the notice of the public any
false or misleading advertisement concerning any [medicine] product; or

(b) in any advertiscment make any claim to the cffcet that the therapeutic cfficacy and cffect of
any [medicine] product is other than that stated by the [council] Authority in terms of sub-
paragraph (ii) of paragraph (a) of scction twenty-two or statc or suggest that any [medicine]
product should be used for a purpose or under circumstances or in a manner other than that
stated by the [council] Authority in terms of sub-paragraph (iii) or paragraph (a) of that
scction.”

(c) substitution for subscction (2) of the following subsection:

“(2) It shall bec a sulTicient defence in any prosecution for an offence under paragraph (a) of
sub-scction (1) if it is proved (o the satisfaction of the court that the accused, not being a
person sclling the [medicine] product to which the false or misleading advertisement which is
the subject of the prosecution relates, did not know, and could not reasonably be expected to
have known, that the advertisement was in any respect false or misleading, unless it is proved
that the accused failed on demnand by the [registrar] Chiel Executive Officer or an inspector or
a member of the South African Police to furnish the name and address of the person at whose
instance the advertisement was published, distributed or so brought to the notice of the public.”

Amendment of section 21 of Act 101 of 1965 as amended
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18. The following section is hereby substituted for section 21 of the principal Act:
“Authority may authorize salc of uncertified or unregistered products for certain purposes™
(1) The Authority may in consultation with the Minister in writing guthorize any person to sell during

a specified period to any specified person or institution a specified quantity of any particular product
which is not ccrtified or registered.”

(2) Any product sold in pursuance of any authority granted under sub-scction (1) may be used for
such purposes and in such manner and during such period as the Authority may in writing
detcrmine.”

(3) The Authority in consultation with the Minister may at any time by notice in writing withdraw
any authority granted in terms ol sub-section (1) if effect is not given to any determination made in
terins of sub-seclion (2).”

Amendment of section 22 of Act 101 as amended
19. Section 22 of the principal Act is hereby amended by the...
(a) substitution for subsection (1) of the following subsection:

(1)  The Director-General shall after consultation with the council The Chief Executive Officer
shall cause, in such manner as he or she [the Director-General] considers most suitable-

(a) as soon as practicable after any [medicine] product, other than a veterinary medicine, has been
registered, medical practitioners, dentists, pharmacists and the person who applied for the
registration of such jmedicine] product to be informed-

) of the name and number under which such jmedicine] product is ceriificd or

registered and the conditions, if any, subject to which such [medicine] product is certified or
registered;

(i1) of the therapcutic cfficacy and cffect of such [medicine] product;

(iii) of the purpose for which, the circumstances under which and the manner i which
such [medicine] product should be used; and

@v) regarding any other matter concerning such [medicine] product which, in the opinion
of the Jeouncil] Chicf Exccutive Officer may be of valuc to them;

(b) as soon as practicable after the certification or registration of any fmedicine] product, other
than a veterinary medicine, has been cancelled in terms of section 16, medical practitioners,
dentists, pharmacists, the public in general and the holder of the certification or certificate of

registration issued in respect of such [medicine] product to be informed of the cancellation of such
certification or registration.

Amendment of section 22A of Act 101 of 1965 as amended
20. Scction 22A of the principal Act is hereby amended by the-

(a) substitution for subsection (2) of the following subsection:
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“(2) The Minister may, on the recommendation of the fcouncil] Authority, prescribe the Scheduled
substances referred to in this section.”

(b) substitution for paragraph (a) of subsection (13) of the following paragraph:

“(a) to the applicant's furnishing the fregistrar] Chief Executive Officer annually with the
prescribed information”

(c) substitution for subscction (15) of the following subscction™

“(15) Notwithstanding anything to the contrary contained in this section, the Director-General may.
after consultation with the [Interim Pharmacy Council of South Africa] South African Pharmacy
Council as referred to in section 2 of the Pharmacy Act, 1974 (Act 53 of 1974), issue a permit to any
person or organisation performing, a health service, authorising such person or organisation to
acquire, possess, use or supply any specified Schedule 1, Schedule 2, Schedule 3, Schedule 4 or
Schedule 5 substance, and such permit shall be subject to such conditions as the Director-General
may determine.”

Amendment of section 22B of Act 101 of 1965 as amended
21. Section 22B of the principal Act is hereby amended by the-
(a) substitution for the heading of the following hecading;

“Publication of information relating to products or Scheduled substance

(b) substitution for subscction (1) of the following subscction:

“(1) Notwithstanding the provisions of section 34 the [council] Authority may. if it deems it expedient
and in the public interest, disclose information in respect of the prescribing, dispensing. administration
and use of a [medicine,] product or Scheduled substance [or medical device].”

Amendment of section 22C OF Act 101 of 1965 as amended
22. Section 22C of the principal Act is hereby amended by the-
(a) substitution for paragraph (b) of subsection (1) of the following paragraph:

“(b) the fcouncii}j Authority may, on application in the prescribed manner and on payment of the
prescribed fee, issue to a manufacturer, wholesaler or distributor of a jmedicine or medical
device] product a licence to manufacture, act as a wholesaler of or distribute, as the case may be,
such [medicine or medical device] a product, upon such conditions as to the application of such
acceptable quality assurance principles and good manufacturing and distribution practices as the
[council] Authority may determine.”

(b) substitution for subsection (2) of the following section:

“(2) A licence referred to in subsection (1) (a) shall not be issued unless the applicant has
successfully completed a supplementary course prescribed under the Pharmacy Act, 1974 (Act
53 of 1974), by the [Interim Pharmacy Council of South Africa] South African Pharmacy
Council.”

(c) substitution for subsection (3) of the following subsection:
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“(3) The Director-General or the [council] Authority, as the case may be, may require an applicant
conicinplated in subsection (1) 1o furnish such information, in addition to any information furnished
by (he applicant in terms of the said subsection. as the Director-Generai or the [council] Authority
may dcem necessary.”

{(d) substilution lor the words appearing belore paragraph (a) of the lollowing words:

“(4) When the Director-General or the jcouncil] Authority. as the case may be. grants or refuses an
application for a licence-"

(c) substitution for subscction (6) of the lollowing subscetion:
“(6) No manufacturer, wholesaler or distributer referred to in subsection (1) (b) shall
manufacture, act as a wholesaler of or distribnte, as the case may be, any [medicing or
medical device] product unless he or she is the holder of a licence contemplated in the said
subscction.”
Amendment of section 22D of Act 101 of 1965 as amended
23. The following section is hereby substituted for section 22D of the principal Act:
“22D. A licence issucd under section 22C shall be valid for (he prescribed period bul may be rencwed on
application in the prescribed manner and beforc the prescribed time or such later time as the Director-
General or the [council] Authority, as (he casc may be, imay allow and on payment of the prescribed lee.”
Amendment of section 22K of Act 101 of 1965as amended
24. Section 22E of the principal Act is hereby amended by the-
(a) substitution for paragraph (a) of subsection (1) of the lollowing paragraph:
“(a) has in or in conncciion with an application for a licence or rencwal of a licence furnished the
Director-General or the jeouncil] Authority, as the case may be, with any information which to the
knowledge of such holder is untrue or mislcading in any material respect;”
(b} substitution for the words following npon paragraph (d) of snbsection (1) of the following words:
“the Director-General or the {eouncil} Authority, as the case may be, may by way of & notice in
writing call upon lum or lter to show canse within the period specified in the notice, which period
shall not be less than 20 days as from the date ol the notice, why the licence in question shoufd not be
suspended or revoked.

(c) substitution for ithe words appearing before paragraph (a) of subscction (2) of the following words:

*(2) The Director-General or the fcouncil} Authority, as the case may be, may after considering the
rcasons fummnished to him or her in terms of subsection (1)-

(d) substitution for paragraph {a) of subsection (2) of ihe following paragraph:

“(a) Suspend the licence in question for such period as lhic or she or (he {council] Authority
may determine: or
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Amendment of section 22F of Act 101 of 1965 as amended

25.  Section 22F of the principal Act is hereby amendcd by the substitution for paragraph (c) of subsection (4)
of the following paragraph:

“(c) where the product has been declared not substitutable by the Jcouncil] Authority.”

Amendment of section 22H of Act 101 of 1965 as amended
26. Section 22H of the principal Act is hereby amended by the-
(a) substitution for subscction (1) of the following subsection:

“(1) (a) No wholesalcr shall purchase [medicines] products from any source other than from the
original manufacturer or from the primary importer of the finished product.

(b) A wholesaler shall seil medicines] products only into the retail sector.
(2) Subsection (1) shall not be construed as preventing the return of [medicines] products for
credit purposes only, (o the manufacturer or wholesaler from which that [medicine} was initially
oblained.”
Amecndment of scction 23 of Act 101 of 1965 as amended
27. Scction 23 of the principal Act is hercby amended by the-
(a) substitution for the heading of the following heading:

“Disposal of undesirable products”

(b) substitution for the words appearing belore paragraph (a) of subsection (1) of the following words:

“(1) If the [council] Authority is of the opinion that it 1s not in the public interest that any jmedicine]
product shall bc made available to the public, it may-"

(c) substitution for the words following upon paragraph (b) of subsection (1) of the following words:

“ 10 return any quantity of such jmedicine] product which he has in his possession to the
manufacturer thereof or (in the case of any immported |medicine] product) to the importer concerned
or to deliver or send it to any other person designated by the [council] Authority.”

(d) substitution for subsection (2) of the following subsection:

“(2) The jcouncil] Authority may by notice in writing direct any manufacturer or importer of any
such [medicine| product who has in his possession any quantity thereof (including any quantity
returned, delivered or sent to him in pursuance of a direction under sub-section (1)), or any other
person Lo whom any quantity of such [medicine] product has been so returned, delivered or sent, (0
deal with or disposc of that quantity in such manner as the {counci!] Authority may determine.”

(e) substitution for subsection (3) of the following subsection:



STAATSKOERANT, 2 JUNIE 2008 No. 31114

57

, 15

“(3) No person shall sell any |medicine] product which is the subject of a notice under subsection (1)
which has not been set aside on appeal.”
Amendment of section 24 of Act 101 of 1965 as amended
28. Scction 24 of the principal Act is hercby amended by the-
(a) substitution for the heading of the following heading:

“Appeal against decision of Director-General or Authority”

{(b) substitution for subscction (1) of the following subsection:
“(1) Any person aggrieved by a deciston of the Dircctor-General [or the council, as the case may
be,] may, within the prescribed period, in the prescribed manner and upon payment of the prescribed
fee, appeal against such decision to an appeal committee appointed by the Minister for the purposes
of the appcal concerned.”

(c) substitution f{or subsection (3) of the following subsection:

“(3) The appeal commitice may aficr hearing the appcal-

(a) confirm, sct aside or vary the relevant decision of the Director-General; [or the council]
and

(b) direct the Dircctor-General [or the council, as the case may be,] to execute the decision of
the appeal committec.”

(d) substitution for subsection (4) of the following subsection:
“(4) The decision of the appeal commitiec shall be in writing and a copy thereof shall be furnished to
the appcllant as well as to the Director-Genceral |or the council, as the case may be].”
Insertion of section 24A
29. The principal Act is hereby amended by the inscrtion after scction 24 of the following scction:

“Appeal Against Decision of Authority

24A. (1) Any person agerieved by the decision of the Authority may appcal against such decision by
notifving the Chief Executive Officer within 30 days of becoming aware of such decision of his or her
intention to appeal and setting out the full grounds of appeal.

(2) Upon being notificd the Chicl’ Exccutive Officer shall meet with the appellant within 30 days of
being so notified in the absence of legal representatives to try and have the matier resolved especially if
the appeal involves administrative matters.

(3) Should the Chicfl Executive Officer and the appellant fail to resolve the matter as contemplated
in subsection (2). the appellant shall within 30 davys of being notified by the Chief Executive
Officer of the failure to resolve the matter and upon payment of a prescribed fee. request the
Chicf Executive Officer in writling, to convene an appcal commitiee.
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(4) The appeal committee contemplated in subsection (3) shall-

(a) comprise the chairperson who shall have knowledge of the law and four other persons who
shall have knowledge of the subject matter of appeal. two of them nominated by the
appellant and the other two by the Chiefl Executive Officer: and

(b) conduct the appeal hearing and make a decision within 30 days from the day when it first
meets to hear the appeal..

(5) A party aggrieved by the decision of the appeal commitiee may approach the High Court for a
judicial review and the High Court may confirm or sel aside the decision of the appeal commitiec.

(6) In seuting aside the decision of the appeal Cominittee, the High Court cannot substitutc its decision
for that of the appeal coinmittee but can refer the matter back 1o the appeal committee for a final decision.

Amendment of section 25 of Act 101 of 1965 as amended
30. The following scction is hercby substituted for section 25:

“ Privileges of Authority and committees

25. The Authority, persons coniracted by the Authority to perform work for the Authorily, committees

appointed in terms of this Act or its members are not be liable in respect of anything done in good faith
under this Act.”

Amendment of section 26 of Act 101 of 1965 as amended
31.  Scction 20 of the principal Act is hereby amended by ihe-

(a) substitution for subscction (1) of the following subsection:

“(1) The [Director-Generai] Chuef Execuiive Officer may authorize such persons as
inspectors, as hc may consider necessary for the proper cnforcernent of this Act.”

(b) substitution for subscction (2) of the following subsection:

“(2) Every inspector shall be furnished with a certificate signed by the [Director-General|
Chicf Executive Officer and stating that he has becn authorized as an inspector under this Act.”

(c) substitution for subscction (3) of the following subsection:

“(3) An inspector shall. beforc he exercises or performs any power or function under this Act,

producc and cxhibit to any person affecied [hereby] by such exercise or performance, the
certificate referred to in subsection (2).”

Amendment of section 27 of Act 101 of 1965 as amended

32.  The following section is hereby substituted for section 27 of the Act:

“27. ['The Director-General] Chief Executive Officer may grant such authority 10 such analysts,
pharmacologists and pathologists as he may consider necessary for the proper enforcement of this Act”
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Amendment of section 28 of Act 101 of 1965 as amendcd
33, Section 28 of the principal Act is hercby amended by the-
(a) substitution for subparagraph (i) of subsection (1) of the following subparagraph:
(i) any placc or premiscs from which a person authorised under this Act 1o compound and
dispense medicines or Schieduled substances, handles products or from which the holder of a
licence as contempiated in section 22C (1) (b) conducts business; or”

(b) substtution for paragraph (b) of subsection (1) of the [ollowing paragraph:

(b} inspcct any |medicine] product or Scheduled subsiance, or any book, record or document found in
or upon such premises. place, vehicle, vesscl or aircraft:

(c) substitution for paragraph (c) of subsection (1} of the following paragraph:
“(c) seize any such [medicine] product or Scheduled substance, or any books, records or documents
found in or upon such premisces, place, vehicle, vessel or aircrall and appearing to afford cvidence of a
coniravention of any provision of this Act,”

(d) substitution f{or paragraph (d) of subscction (1) of the following paragraplh:

“(d) take so many samplcs of any such [medicine] product or Scheduled substance as he may consider
necessary for the purpose of testing, exanination or analysis in lcrins of the provisions of this Act.”

(c} substitution for subscction (2) of the foliowing subscction:
“(2) Any sample taken in terms of paragraph {d) of subsection (1) shall be taken in accordance with the
prrescribed mmethods and in the presence of the person who is in charge of such [medicine] product or
Scheduled substance, or if there is no such person or if he is absent for any reason, in the prescnce of any
othcr witness. shall fortlrwith be packed and scaled and suitably labelled or marked in such manner as its
nature may perntit and shall then be transmitied 1o an analyst, pharinacologist or pathologist together with
a certificate in the prescribed form signed by such inspector and a copy of the aforcesaid centificate shail be

lranded or transmitted by rcgistered posi (o the owner or seller of such [medicine| product or Scheduled
substance or his agent.”

(f) substitution for subscction (4) of the following subsection:
(4) The owner of the jmedicine] product or Scheduled substance from which the sample was taken may
claimn from the [Director-General] the Authority an amount equal (o the market value thereof.
Amendment of section 29 of Act 101 of 1065 as amended
34. Section 29 of the principal Act is hercby amended by the-
(#) substitution in paragraph (h} of the words appcaring before subparagraph (i) of the following words:

“(h) makes any [alse or misicading statement in conncction with any jmedicine] product or Scheduled
substance-

(b) substitution for paragraph (i) of the following paragraph:
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“(1) sclls any [medicine] product or Scheduled substance upon the container of which a false or
misicading statement in connection with the contents is written; or”

Amendment of section 30 of Act 101 of 1965 as amended

35, Scction 30 of the principal Act is hercby amended by the-

(a) substitution for subscction (2) of the following subscction:.

“(2) The court convicting any person of an offence under this Act may. upon the application of the
prosccutor, declarc any {medicine] product or Scheduled substance in respect of which the offence has
been commitied to be forfeited to the State.”

(b) substitution for subsection (3) of the following subsection:

“(3) Any [medicine] product or Scheduled substance forfcited under this Act shall be destroyed or
otherwisc dealt with as the [Director-General] Chief Exccutive Officer may direct.”

Amendment of section 31 of Act 101 of 1965 as amended
36. Scction 31 of the principal Act is hercby amended by the-
(a) substitution {or paragraph (a) of subsection (1) of the following paragraph:
“ (a) any quantity of a [medicine] producit or Scheduled substance in or upon any preimiscs,
placc, vehicle, vesscl or aircraft at the time a samnpic thereof is taken pursuant to the provisions
of this Act shall, unless the contrary is proved, be deecmed to possess the same properties as
such samplc.”
(b) substitution for paragraph (d) of the following paragraph:
*(d) any statement or entry contained in any book, record or document kept by any owner of a
[medicine] product or Scheduled substance, or by the manager, agent or employce of such owner
or found upon or in any premises occupied by, or any vehicle used in the business of, such owner.
shall be admissiblc in cvidence against him as an admission of the facts set forth in that statement
or entry, unless it is proved that that staicment or entry was not madc by such owner, or by any
manager, agent or ecmployee of such owner in the coursc of his work as manager, or in the course of
his agency or employment.”
Amendment of section 33A of Act 101 of 1965 as amended
37. Scction 33A of the principal Act is hereby amended by the-

(a) substitution [or the heading ol the following heading

“Funds of Authority

(b) substitution in subscction (1) for the words appearing before paragraph (a) of the following words:

“(1) The funds of the [councilf Authority shall consist of-"
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() substitution for paragraph (c) of subsection (1) of the following paragraph:
“(c) money accruing 10 the [council] Authority from any other source.”
(d) substitution for subsection (2) of the following subsection:

“(2) (a)The [council] Authority may accept money or other goods donated or bequeathed to
the [council,] Auathority provided no condition is attached to such donation or bequest;

(b) Detatils of any such donation or bequest shall be specified in the relevant annual report of
the {council] Authornity.”

(c) substitution for subsection (3) of the following subsection:

*(3) The [councit] Authority shall utilise its funds for the defrayal of expenses incurred by the
Jeouncil] Authority in the performance of its functions under this Act.”

(D) substitution for subsection (4) of the following subscction:
“(4) The [council] Authority shall open an account with a bank as defined in section 1 (1) of
the Banks Act, 1990 (Act 94 of 1990), and shall deposit in that account all money referred to in
subsections (1) and (2).”
(g) substitution for subsection (5) of the following subsection:
*(5) The Jcouncil] Authority shall keep full and proper records of ail money received or expended,
of its asscts and liabilitics and of its financial transactions.”

(Y) substitution for subsection (7) of the following subscction:

*“(7) The jeouncilf Authority may invest money which is deposifed in terms of subseciion (4) and
which is not required for immediate usc in any manner as it may decm fit.”

(i) substitution for subsection (8) of the following subsection:
“(8) Any money which at the close of the |council's] Authority’s financial year stands to the credit
of the [council] Authority in the account referred 1o in subsection (4) and moncy which has becn
invested in terms of subsection (7), shall be carried forward to the next financial year as a credit in the
account of the |council] Authority.”
Amendment of section 34A of Act 101 of 1965 as amended
38. Scction 34 A of the principal Act is hereby amended by the addition of the following subsection:
=(3) The Chicf Executive Officer may in writing authorizc any staff member of the Authority 10 cxcrcise

or perform in general or in a particular case or in cases of a particular nature, any power, duty or function
conferred or imposed on the Chiel Executive Officer in terms of this Act.”

Amendment of section 35 of Act 101 of 1965 as amended

39. Section 35 of the principal Act is hereby amended by the-
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(a) substitution for the words appearing before snbparagraph (i) of subsection (1) of the following
words:

“(1) The Minister may, in consultation with the [council] Authority, makc rcgulations-"
(b) dclction of subparagraph (xiii)
(¢) substitution for subparagraph (xxxi) of the following subparagraph:

“(xxxi) prescribing the fec to be paid to the [registrar] Authority in respect of an application for
the certification or the registration, and in respect the certification or the registration of a
{medicine] product or Scheduled substance jor medical device], the fee to be paid annually 1o
the [registrar] Authority in respect of the retention of the certification or the registration of a
[medicine} product or, Scheduled substance jor medical device] and the date on which such
annual fec shall be paid;”

(d) substitution for subparagraph (xxxiii) of subsection (1) of the following subparagraph:
“(xxxiii) relating o appeals against decisions of the Director-General or the [council] Authority:
(¢) substitution for subparagraph (xxxvii) of the following subparagraph:
“(xxxvii) relating to the scientific, pharmaceutical, clinical and other skills required by {member
of the council or by a member of the excecutive committee of the council] members of stafT of

the Authority to evaluate the [guality, efficacy and safety] the centification of [medicines]
products:”

() inscrtion of the following subparagraphs after subparagraph (xxxix), the existing subparagraphs (xI)
and (xIi) becoming subparagraphs (xIiv) and (xIv) respectively:

“(x1) relating to products in respect of matiers contemplated in subparagraphs (ii) up to and
including subparagraph (xi); subparagraphs (xxiii); (xxiv); (xxxii); (xxxiv) and (xxxviii);

(xIi) relating to certification of products in respect ol matters contemplated in subparagraphs (i),
(ii): (iv); (v): (vi): (xii); (xxvii) and xxxii):

(xlii) relating to the control of products:;

(xliii relating to the licensing for posscssing or using certain products;”

(g) substtntion for paragraph (b) of subsection (2) of the following paragraph:

“(b) any regulation in respect of which the Minister is, after consultation with the |{council]
Authority, of the opinion that the public interest requires it to be made without delay.

(h) substitution for subsection (5) of the foilowing subsection:
“ (5) Regulations made under subsection (1)(xi) may prescribe that any [medicine] product or
any component thereof shall comply with the requirements set out in any publication which in
the opinion of the [council] Authority is generally recognized as authoritative.”

(i) substitution for subscction (6) of the following subscction:

“(6) Regulations may be made under this section in respect of particular {medicinesj products or
Scheduled substances or classes or categories of [medicines] products or Scheduled substances
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or in respect of fmedicines] products or Scheduled substances other than particular classes or
calcgorics of [medicinesj products or Scheduled substances, and differcnt regulations may be so
made in respect of differcnt [medicines] products or Scheduled substances or different classes or
categorics of [medicines] products or Scheduled substances.”

(j) substitution for subscction (§) of the following subsection:

*(8) Notwithsianding the provisions of subscciion (1), the Minister may, if hc or she deems it 10
be in the public intcrest, after consultation with the jexccutive committee appointed under
section 9,] Authonty make regulations relating to any matter referred to in subscction (1) or to
ainend or repeal any regulation made in terms of that subsection.

Amendment of section 36 of Act 101 of 1965 as amended

40, The following section is hereby substituted for section 36 of the principal Act:
¥36. The Minisler may, on the junanimeus] recommendation of the [members present at any meeting
of the council] Authority, by notice in the Gazelte exclude, subject to such conditions as he may
determine, any jmedicine] product from the operation of any or ail of the provisions af this Act, and may
in like manncr amend or withdraw any such notice ”

Amendment of section 37A of Act 101 of 1965 as amended

41. The following section is hereby substituted {or section 37A of the principal Act:
“37A. Notwithstanding the provisions of scction 35 (2), the Minister may, on the rccommendation of
the [council] Authority, from time to time by notice in the Gazette amend any Schedule prescribed
under section 22A (2) by the inclusion therein or the deletion therefrom of any medicine or other
substance, or in any otlicr manner.

Transitional measures

42 (1) Medicincs and incdical devices rhat are registered at the date of commencement of this Amendment
Act shall be deemed 1o be cerlificd and regisicred in tcoms of the Act and the Chicl Executive Officer

shall enter them in the relevant regisier.

(2) The Medicines Control Council shall ccase to exist the day before this Amendinent Act is brought
into operation.

Short titic and commencement

43. This Act s cailed the Medicines and Related Substances Amendment Act, 2008 and comes into operation on
a datc fixcd by the President by proclamation in the Gazetic.
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EXPLANATORY MEMORANDUM ON THE OBJECTS OF THE MEDICINES
AND RELATED SUBSTANCES AMENDMENT BILL, 2008

1. PURPOSE OF THE BILL

The purpose of the Bill is to amend the Medicines and Related
Substances Act, 1965 to provide for a new medicines regulatory

authority that will replace the Medicines Control Council.

2. OBJECTS OF THE BILL

The Medicines and Related Substances Amendment Bill, 2008 (“the
Bill”) South seeks to introduce the establishment of regulatory authority
for medicines and medical devices as well as other products like
foodstuffs and cosmetics which have some medicinal components in
them or in respect of which medicinal claims are made. This new
regulatory authority, the South African Health Products Regulatory
Authority (“the Authority”) will replace the current Medicines Control

Council.

3. SUMMARY

The Bill establishes the Authority as a juristic person that is subject to
the Public Finance Management Act, 1999 and is accountable to and
reports to the Minister. The Authority is headed by a Chief Executive
Officer who is also accountable to and reports to the Minister.

The Bill further introduces a two-tier registration system for all the
products regulated under it. First, an applicant must apply for
certification by the Authority. Certification means that the Authority
confirms that a medicine or product is safe, of good quality and
efficacious.
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Once this has been established by the Authority, the application is then
forwarded to the Minister for consideration whether the registration of
the particular medicine of product will be in the public interest. If the
Minister concludes that registration of such medicine or product is in
the public interest, the Minister will approve of such registration and the

Authority shall duly record the registration of the medicine or product

DISCUSSION

CLAUSES

41 Clause 1 provides for amendments to the definitions which
include the insertion of the definitions of certification; foodstuff
and cosmetic. Certification means that the medicine or product
is certified to be safe, of good quality and efficacious. Foodstuffs
and cosmetic emphasize the requirement that there must be

medicinal claims made about them for them to be regulated.

4.2 Clause 2 provides for the establishment of the Authority as a
juristic person accountable to and reporting to the Minister and
which is also subject to the Public Finance Management Act,
1999.

4.3 Clause 3 provides for the Chief Executive Officer (CEO) of the
Authority who is appointed by the Minister for a five year term
renewable once. The CEO is appointed subject to the
conclusion of a performance agreement with the Minister and
must compile business and financial plans as well as reports in
terms of Act 1 of 1999.

4.4 Clause 5 provides that the CEO shall keep registers for all the

products regulated in terms of the Act.
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4.5

4.6

4.7

Clause 7 provides for certification and registration of products,
that the Authority will certify products as being safe, of good
quality and efficacious whereas the Minister will approve the
registration of such products if it is in the public interest that
such products must be registered. The registration of veterinary
medicines is done in consultation with the Minister of

Agriculture.

Clause 30 provides for appeals against the decision of the
Authority, that a person aggrieved by the decision of the
authority shall first seek a meeting with the CEO to resoive the
matter amicably. If this is not achieved, an appeal committee
comprising five persons, two nominated by the appellant and the
other two by the CEO and chaired by a neutral person with
knowledge of the law will hear the appeal. No provision is made
for appeals against the decision of the Minister which means
persons not satisfied with such decisions may directly approach
the High Court.

The rest of the clauses are consequential amendments
replacing the words “council” and ‘“registrar” wherever they
appear in the principal Act with the words “Authority” and “CEQ”

respectively.

CONSULTATION

The Ministers of Finance, of Trade and Industry, of Agriculture and

Land Affairs, of Environmental Affairs and Tourism, after consultation

with the Minister of Health identified a senior official to represent their

Departments on the Ministerial Task Team. The Task Team's

recommendations were achieved by consensus. Members of the

various Departments were asked to engage discussions with their

principals so that the consensus within the Task Team would have the

support and approval of their relevant Departments.
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FINANCIAL IMPLICATIONS

It is recommended that there be a 50% cost recovery from the revenue
generated from fees charged by the Authority. Partial or total cost
recovery is practiced by some regulatory authorities in order to ensure
financial viability and feasibility, affordability and sustainability.
Projected financial calculations indicate that this is feasible. The
projected fees that could be accrued are estimated at R137.8m. As
this will be 50% cost recovery, the budget could be R275.6m.

PARLIAMENTARY PROCEDURE

This Bill must be dealt with in accordance with the procedure
established by section 76 of the Constitution.





