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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.

BILL
To amend the Medicines and Related Substances Act, 1965, so as to define certain
expressions and to delete or amend certain definitions; to provide for the objects
and functions of the Authority; to provide for the composition, appointment of
chairperson, vice-chairperson and members, disqualification of members, meet-
ings and committees of the Board of the Authority; to require the Minister to
consult with the Pricing Committee when prescribing acceptable and prohibited
acts in relation to bonusing; to replace the word ‘‘products’’ with the word
‘‘medicines’’ and expression ‘‘Scheduled substances’’ in order to correctly reflect
the subject matter of the said Act; and to effect certain technical corrections; and
to provide for matters connected therewith.

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

Amendment of section 1 of Act 101 of 1965, as substituted by section 1 of Act 65 of
1974 and amended by section 1 of Act 17 of 1979, section 1 of Act 20 of 1981, section
1 of Act 94 of 1991, section 1 of Act 49 of 1996, section 1 of Act 90 of 1997, section
1 of Act 59 of 2002 and section 1 of Act 72 of 2008

1. Section 1 of the Medicines and Related Substances Act, 1965 (hereinafter referred
to as the principal Act), is hereby amended—

(a) by the substitution for the definition of ‘‘advertisement’’ of the following
definition:

‘‘ ‘advertisement’, in relation to any [product] medicine, Scheduled
substance, medical device or IVD, means any written, pictorial, visual or
other descriptive matter or verbal statement or reference—
(a) appearing in any newspaper, magazine, pamphlet, electronic media

(including radio and television) or other publication;
(b) distributed to members of the public; or
(c) brought to the notice of members of the public in any manner

whatsoever,
which is intended to promote the sale of that [product] medicine,
Scheduled substance, medical device or IVD, and ‘advertise’ has a
corresponding meaning;’’;

(b) by the deletion of the definition of ‘‘advisory committee’’;
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(c) by the insertion after the definition of ‘‘Authority’’ of the following definition:
‘‘ ‘Board’ means the Board referred to in section 2;’’;

(d) by the deletion of the definition of ‘‘cosmetic’’;
(e) by the deletion of the definition of ‘‘foodstuff’’;
(f) by the substitution for the definition of ‘‘IVD’’ of the following definition:

‘‘ ‘IVD’ (in vitro [diagnostic medical device] diagnostic) means a
medical device, whether used alone or in combination, intended by the
manufacturer for the [in-vitro] in vitro examination of specimens
derived from the human body solely or principally to provide informa-
tion for diagnostic, monitoring or compatibility purposes;’’;

(g) by the substitution for the definition of ‘‘medicine’’ of the following
definition:

‘‘ ‘medicine’—
(a) means any substance or mixture of substances used or purporting to

be suitable for use or manufactured or sold for use in—
(i) the diagnosis, treatment, mitigation, modification or

prevention of disease, abnormal physical or mental
state or the symptoms thereof in humans; or

(ii) restoring, correcting or modifying any somatic or
psychic or organic function in humans; and

(b) includes any veterinary medicine;’’;
(h) by the substitution for the definition of ‘‘medical device’’ of the following

definition:
‘‘ ‘medical device’ means any instrument, apparatus, implement,
machine, appliance, implant, [in vitro] reagent [or calibrator] for in
vitro use, software, material or other similar or related article, including
Group III and IV Hazardous Substances contemplated in the Hazardous
Substances Act, 1973 (Act No. 15 of 1973)—
(a) intended by the manufacturer to be used, alone or in combination,

for [human beings] humans or animals, for[—] one or more of the
following:

(i) diagnosis, prevention, monitoring, treatment or alleviation
of disease;

(ii) diagnosis, monitoring, treatment, alleviation of or compen-
sation for an injury;

(iii) investigation, replacement, modification or support of the
anatomy or of a physiological process;

(iv) supporting or sustaining life;
(v) control of conception;

(vi) disinfection of medical devices; or
(vii) providing information for medical or diagnostic purposes by

means of in vitro examination of specimens derived from
the human body; and

(b) which does not achieve its primary intended action [in or on the
human body] by pharmacological, immunological or metabolic
means, in or on the human or animal body, but which may be
assisted in its intended function by such means;’’;

(i) by the deletion of the definition of ‘‘product’’; and
(j) by the insertion after the definition of ‘‘veterinary medicine’’ of the following

definition:
‘‘ ‘vigilance’, in relation to a medicine, medical device or IVD, means
the continuous monitoring and evaluation of its safety, efficacy and
performance profile and the management of any risk throughout its
life-cycle.’’.
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Amendment of section 2 of Act 101 of 1965, as substituted by section 2 of Act 72 of
2008

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

‘‘Establishment[, powers and functions] of South African Health
Products Regulatory Authority’’;

(b) by the substitution for subsection (1) of the following subsection:
‘‘(1) The South African Health Products Regulatory Authority is

hereby established as an organ of state within the public administration
but outside the public service.’’; and

(c) by the addition of the following subsection:
‘‘(5) The Authority acts through its Board.’’.

Insertion of sections 2A to 2I in Act 101 of 1965

3. The following sections are hereby inserted in the principal Act after section 2:

‘‘Objects of Authority

2A. The objects of the Authority are to provide for the monitoring,
evaluation, regulation, investigation, inspection, registration and control of
medicines, Scheduled substances, clinical trials and medical devices, IVDs
and related matters in the public interest.

Functions of Authority

2B. (1) The Authority must, in order to achieve its objects—
(a) ensure the efficient, effective and ethical evaluation or assessment and

registration of medicines, medical devices and IVDs that meet defined
standards of quality, safety, efficacy and performance, where appli-
cable;

(b) ensure that the process of evaluating or assessing and registering
medicines, medical devices and IVDs is transparent, fair, objective
and concluded timeously;

(c) ensure the periodic re-evaluation or re-assessment and monitoring of
medicines, medical devices and IVDs;

(d) ensure that evidence of existing and new adverse events, interactions,
information with regard to post-marketing surveillance and vigilance
is being monitored, analysed and acted upon;

(e) ensure that compliance with existing legislation is being promoted and
controlled through a process of active inspection and investigation;
and

(f) ensure that clinical trial protocols are being assessed according to
prescribed ethical and professional criteria and defined standards.

(2) The Authority may—
(a) liaise with any other regulatory authority or institution and may,

without limiting the generality of this power, require the necessary
information from, exchange information with and receive information
from any such authority or institution in respect of—

(i) matters of common interest; or
(ii) a specific investigation; and

(b) enter into agreements to co-operate with any regulatory authority in
order to achieve the objects of this Act.

Composition of Board

2C. (1) The Board of the Authority consists of not less than 10 but not
more than 15 members appointed by the Minister.
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(2) Subject to section 2D, the Minister must appoint as members of the
Board—
(a) not more than 10 persons who have expertise in the fields of medicine,

medical devices, IVD, vigilance, clinical trials, good manufacturing
practice, public health or epidemiology;

(b) one person on account of his or her knowledge of the law;
(c) one person on account of his or her knowledge of good governance;
(d) one person on account of his or her knowledge of financial matters and

accounting;
(e) one person on account of his or her knowledge of information

technology; and
(f) one person on account of his or her knowledge of human resource

management.
(3) The Chief Executive Officer is by virtue of his or her office a member

of the Board but with no voting rights.

Appointment of members of Board

2D. (1) The Minister must, before appointing the members contemplated
in section 2C(2), by notice in the Gazette and in two or more nationally
circulating newspapers in the Republic, invite all interested persons to
nominate, within the period specified in the notice, persons who in the
opinion of such interested persons are fit to be so appointed, stating the
grounds upon which such opinion is based.

(2) If the Minister receives no nominations or an insufficient number of
nominations within the period specified in the notice referred to in
subsection (1), the Minister may either readvertise or in any other
transparent manner, appoint the required number of qualified persons in
terms of this Act.

(3) Subject to section 2F, a member of the Board—
(a) holds office for a minimum period of three years, but not exceeding

five years, determined by the Minister at the time of the appointment
of the member; and

(b) is eligible for re-appointment for one additional term.
(4) A member of the Board, excluding a member who is in the full-time

employment of the State, must be appointed on such conditions as the
Minister may, with the concurrence of the Minister of Finance, determine.

Appointment of chairperson and vice-chairperson of Board

2E. (1) The Minister must appoint a chairperson and vice-chairperson of
the Board from among the members contemplated in section 2C(2).

(2) Whenever the chairperson of the Board is absent or unable to perform
his or her functions as chairperson, the vice-chairperson must act as
chairperson and if the vice-chairperson is absent or unable to act as
chairperson the Minister must designate another member of the Board to act
as chairperson until the chairperson or vice-chairperson is available.

(3) Any person acting as chairperson of the Board in terms of subsection
(2) has all the powers and duties of the chairperson.

Disqualification from membership of Board and vacation of office

2F. (1) A person may not be appointed as a member of the Board if that
person—
(a) is not a South African citizen and ordinarily resident in the Republic;
(b) is an unrehabilitated insolvent;
(c) has at any time been convicted of an offence involving dishonesty,

whether in the Republic or elsewhere, and sentenced to imprisonment
without the option of a fine; or

(d) has been removed from an office of trust.
(2) A member of the Board must vacate office if—

(a) he or she becomes disqualified in terms of subsection (1), from being
appointed as a member of the Board;
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(b) he or she submits his or her resignation to the Minister in writing;
(c) he or she is declared by the High Court to be of unsound mind or

mentally disordered or is detained under the Mental Health Care Act,
2002 (Act No. 17 of 2002);

(d) he or she has, without the leave of the Board, been absent from more
than two consecutive meetings of the Board; or

(e) the Minister, after consultation with the Board, withdraws the
appointment of that member because the member is incompetent or
unfit to fulfil his or her duties.

(3) If a member of the Board dies or vacates office in terms of subsection
(2), the Minister may, subject to section 2D, appoint a person to fill the
vacancy for the unexpired portion of the period for which that member was
appointed.

Meetings of Board

2G. (1) The meetings of the Board and the conduct of business at
meetings must be determined by the rules of the Board.

(2) A quorum for a meeting of the Board is the majority of its voting
members.

(3) A decision of the majority of the members of the Board present at any
meeting constitutes a decision of the Board and, in the event of an equality
of votes, the member presiding at the meeting has a casting vote in addition
to his or her deliberative vote.

(4) A decision taken by the Board or an act performed under the authority
of the Board is not invalid by reason only of a vacancy on the Board, or that
a person who is not entitled to sit as a member of the Board sat as a member
at the time when the decision was taken or the act was authorised, if the
decision was taken or the act was authorised by the requisite majority of the
members of the Board who were present at the time and entitled to sit as
members.

(5) Minutes of the proceedings of every meeting of the Board must be
prepared and stored by such means as may be determined by the Board.

(6) Minutes of the proceedings of each meeting must be submitted at the
next meeting of the Board and, if passed as correct, must be confirmed by
the signature of the chairperson or other member presiding thereat and may,
when so confirmed, be evidence in a court of law of the proceedings of the
first-mentioned meeting.

(7) In the absence of the chairperson or the person acting as the
chairperson from a particular meeting of the Board, the members present at
that meeting may elect one of their number to preside at that meeting.

Committees of Board

2H. The Board may appoint one or more committees from among its
members to assist it with the performance of its functions.

Dissolution of Board

2I. (1) The Minister may dissolve the Board if the Minister, on good
cause shown, loses confidence in the ability of the Board to perform its
functions effectively and efficiently.

(2) The Minister may dissolve the Board only—
(a) after having given the Board a reasonable opportunity to be heard; and
(b) after having afforded the Board a hearing on any submissions

received.
(3) If the Minister dissolves the Board, the Minister—

(a) may appoint an administrator to take over the functions of the Board
and to do anything which the Board might otherwise be empowered or
required to do by or under this Act, subject to such conditions as the
Minister may determine; and
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(b) must, as soon as it is feasible but not later than three months after the
dissolution of the Board, replace the members of the Board in the same
manner in which they were appointed.

(4) The costs associated with the appointment of an administrator shall
be for the account of the Authority.

(5) The appointment of the administrator terminates when the Board
members have been replaced in terms of section 2C(2).’’.

Amendment of section 3 of Act 101 of 1965, as substituted by section 3 of Act 72 of
2008

4. Section 3 of the principal Act is hereby amended—
(a) by the substitution for subsection (1) of the following subsection:

‘‘(1) The [Minister] Board, after consultation with the Minister, must
appoint a suitably qualified person as the Chief Executive Officer of the
Authority.’’;

(b) by the substitution in subsection (4) for paragraphs (b) and (c) of the following
paragraphs, respectively:

‘‘(b) is appointed subject to the conclusion of a performance agreement
with the [Minister] Board;

(c) is accountable to and reports to the [Minister] Board;’’; and
(c) by the substitution for subsection (9) of the following subsection:

‘‘(9) The Chief Executive Officer shall, in consultation with the Board,
appoint committees, as he or she may deem necessary, to investigate and
report to the Authority on any matter within its purview in terms of this
Act.’’.

Repeal of section 4 of Act 101 of 1965

5. Section 4 of the principal Act is hereby repealed.

Substitution of section 13 of Act 101 of 1965, as substituted by section 6 of Act 72 of
2008

6. The following section is hereby substituted for section 13 of the principal Act:

‘‘Registers

13. (1) The Chief Executive Officer shall keep separate registers for
[products] medicines, medical devices or IVDs [;], in which he or she shall
record—
(a) the registration of [products] medicines, medical devices or IVDs by

the Authority; and
(b) such particulars in regard to the [products] medicines, medical

devices or IVDs and the holder of certificate of registration in respect
of such [products] medicines, medical devices or IVDs as are
required by this Act.

(2) The Chief Executive Officer shall publish on the Authority’s website
the registers referred to in subsection (1) and update those registers when
registration is obtained.’’.

Amendment of section 14 of Act 101 of 1965, as substituted by section 7 of Act 72
of 2008

7. Section 14 of the principal Act is hereby amended by the substitution in subsection
(3) for paragraph (b) of the following paragraph:

‘‘(b) if an application for the registration of such [product] medicine, medical
device or IVD is made within the said period, on the date one month after the
date on which a notice in respect of such [product] medicine, medical device
or IVD is published in the Gazette in terms of section [15(10)] 15(9) or section
17(a).’’.
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Amendment of section 15 of Act 101 of 1965, as substituted by section 8 of Act 72
of 2008

8. Section 15 of the principal Act is hereby amended—
(a) by the insertion in subsection (3)(a) of the word ‘‘and’’ at the end of

subparagraph (ii) and the substitution for subparagraph (iii) of the following
subparagraph:

(iii) is safe, efficacious and of good quality[;] and, in the case of a
medical device and IVD, performs as intended.

(b) by the deletion in subsection (3)(a) of subparagraph (iv); and
(c) by the substitution in subsection (3) for paragraph (c) of the following

paragraph:
‘‘(c) If no such comments are submitted by the applicant within the said

period, or if after consideration of any comments so submitted the
Authority is still not satisfied as aforesaid, it shall [not issue the
certificate of registration] reject the application.’’.

Amendment of section 16 of Act 101 of 1965, as substituted by section 12 of Act 72
of 2008

9. Section 16 of the principal Act is hereby amended by the deletion in subsection (1)
of the word ‘‘or’’ at the end of paragraph (a), the insertion of the word ‘‘or’’ at the end
of paragraph (b) and the addition of the following paragraph:

‘‘(c) is of the opinion that it is not in the public interest that any medicine, medical
device or IVD shall be available to the public,’’.

Amendment of section 18 of Act 101 of 1965, as substituted by section 14 of Act 72
of 2008

10. Section 18 of the principal Act is hereby amended by the substitution for
subsections (1) and (2) of the following subsections, respectively:

‘‘(1) No person shall sell any [product]—
(a) medicine or Scheduled substance unless the immediate container or the

package in which that [product] medicine or Scheduled substance is sold
bears a label stating the prescribed particulars; and

(b) medical device or IVD unless the medical device or IVD, or its packaging,
bears a label, where practical, stating the prescribed particulars.

(2) No person shall advertise any [product] medicine or Scheduled substance,
medical device or IVD for sale unless such advertisement complies with the
prescribed requirements.’’.

Substitution of section 18A in Act 101 of 1965, as substituted by section 15 of Act 72
of 2008

11. The following section is hereby substituted for section 18A of the principal Act:

‘‘Bonusing

18A. (1) No person shall supply any [product] medicine, medical device
or IVD according to a bonus system, rebate system or any other incentive
scheme.

(2) Notwithstanding subsection (1), the Minister may prescribe accept-
able and prohibited acts in relation to subsection (1) in consultation with the
Pricing Committee referred to in section 22G.’’.

Amendment of section 19 of Act 101 of 1965, as substituted by section 18 of Act 72
of 2008

12. Section 19 of the principal Act is hereby amended by the substitution for
subsection (2) of the following subsection:

‘‘(2) The Authority may by notice in writing require any person who
manufactures or sells [products] medicines, medical devices or IVDs or
administers or prescribes any medicine, medical device or IVD or on whose
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direction any medicine or medical device is administered to furnish it, within a
period stipulated in such notice, with any information which such person has in his
or her possession or which such person is in a position to obtain regarding such
[product] medicine, medical device or IVD.’’.

Amendment of section 20 of Act 101 of 1965, as substituted by section 19 of Act 72
of 2008

13. Section 20 of the principal Act is hereby amended by the substitution in subsection
(1) for paragraph (b) of the following paragraph:

‘‘(b) in any advertisement make any claim to the effect that the therapeutic efficacy
and effect of any [product] medicine, medical device or IVD is other than that
stated by the Authority in terms of [sub-paragraph (ii) of paragraph (a) of
section twenty-two] section 22(1)(a)(ii) or state or suggest that any
[product] medicine, medical device or IVD should be used for a purpose or
under circumstances or manner other than that stated by the Authority in terms
of [subparagraph (iii) of paragraph (a) of that] section 22(1)(a)(ii).’’.

Amendment of section 22A of Act 101 of 1965, as substituted by section 13 of Act 90
of 1997 and amended by section 5 of Act 59 of 2002 and section 22 of Act 72 of 2008

14. Section 22A of the principal Act is hereby amended—
(a) by the substitution for the heading of the following heading:

‘‘Control of medicines [and], Scheduled substances, medical devices
and IVDs’’; and

(b) by the substitution for subsection (1) of the following subsection:
‘‘(1) Subject to this section, no person shall sell, have in his or her

possession or manufacture any medicine [or], Scheduled substance,
medical device or IVD, except in accordance with the prescribed
conditions.’’.

Amendment of section 22B of Act 101 of 1965, as substituted by section 23 of Act 72
of 2008

15. Section 22B of the principal Act is hereby amended—
(a) by the substitution for the heading of the following heading:

‘‘Publication of information relating to [products] medicines,
Scheduled substances, medical devices or IVDs’’; and

(b) by the substitution for subsection (1) of the following subsection:
‘‘(1) Notwithstanding the provisions of section 34 the 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
[product] medicine, Scheduled substance, medical device or IVD.’’.

Amendment of section 22C of Act 101 of 1965, as inserted by section 14 of Act 90 of
1997 and amended by section 6 of Act 59 of 2002 and section 24 of Act 72 of 2008

16. Section 22C of the principal Act is hereby amended—
(a) by the substitution in subsection (1) for paragraphs (a) and (b) of the following

paragraphs, respectively:
‘‘(a) the Director-General may on application in the prescribed manner

and on payment of the prescribed fee issue to a medical practitioner,
dentist, practitioner, veterinarian, nurse or other person registered
under the Health Professions Act, 1974 (Act No. 56 of 1974), a
licence to compound and dispense medicines, on the prescribed
conditions;

(b) the Authority may, on application in the prescribed manner and on
payment of the prescribed fee, issue to a medical device or IVD
establishment, manufacturer, wholesaler or distributor of a [prod-
uct] medicine, Scheduled substance, medical device or IVD a
licence to manufacture, import, export, act as a wholesaler of or
distribute, as the case may be, such [product] medicine, Scheduled
substance, medical device or IVD upon such conditions as to the
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application of such acceptable quality assurance principles and
good manufacturing and distribution practices as the Authority may
determine.’’; and

(b) by the substitution for subsection (6) of the following subsection:
‘‘(6) No medical device or IVD establishment, manufacturer, whole-

saler or [distributer] distributor referred to in subsection (1)(b) shall
manufacture, act as a wholesaler of or distribute, as the case may be, any
[product] medicine, Scheduled substance, medical device or IVD unless
he or she is the holder of a licence contemplated in the said subsection.’’.

Amendment of section 22H of Act 101 of 1965, as inserted by section 14 of Act 90
of 1997 and amended by section 28 of Act 72 of 2008

17. Section 22H of the principal Act is hereby amended—
(a) by the substitution for the heading of the following heading:

‘‘Purchase and sale of medicines, medical devices, IVDs and
Scheduled substances by wholesalers’’; and

(b) by the substitution for subsections (1) and (2) of the following subsections,
respectively:

‘‘(1) (a) No wholesaler shall purchase [products] medicines, Sched-
uled substances, medical devices or IVDs from any source other than
from the original manufacturer or from the primary importer of the
finished product.

(b) A wholesaler shall—
(i) sell [products] medicines, medical devices or IVDs only into the

retail sector; and
(ii) sell Scheduled substances to any person who may lawfully

possess such substance.
[(c) Notwithstanding paragraphs (a) and (b), a wholesaler may

purchase from or sell to, other wholesalers or the public Schedule 0
substances.]

(2) Subsection (1) shall not be construed as preventing the return of
[products] medicines, medical devices or IVDs for credit purposes only,
to the manufacturer or wholesaler from which [that product was] those
medicines, medical devices or IVDs were initially obtained.’’.

Amendment of section 28 of Act 101 of 1965, as amended by section 26 of Act 65 of
1974, section 12 of Act 17 of 1979, section 16 of Act 90 of 1997, section 11 of Act 59
of 2002 and section 35 of Act 72 of 2008

18. Section 28 of the principal Act is hereby amended—
(a) by the substitution in subsection (1)(a) for subparagraph (i) of the following

subparagraph:
‘‘(i) any place or premises from which a person, authorized under this

Act to compound [and] or dispense medicines or Scheduled
substances, dispenses or handles [products] medicines, Sched-
uled substances, medical devices or IVDs or from which the
holder of a licence as contemplated in section 22C(1)(b) conducts
a business; or’’;

(b) by the substitution in subsection (1) for paragraphs (b), (c) and (d) of the
following paragraphs, respectively:

‘‘(b) inspect any [product] medicine, Scheduled substance, medical
device or IVD, or any book, record or document found in or upon
the premises, place, vehicle, vessel or aircraft contemplated in
subparagraph (ii) of subsection (1)(a);

(c) seize any such [product] medicine, Scheduled substance, medical
device or IVD, any books, records or documents found in or upon
such premises, place, vehicle, vessel or aircraft and appearing to
afford evidence of a contravention of any provision of this Act;

(d) take so many samples of any such [product] medicine or Scheduled
substance, medical device or IVD as he or she may consider
necessary for the purpose of testing, examination or analysis in
terms of the provisions of this Act.’’;
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(c) by the substitution in subsection (2)(a) for subparagraph (i) of the following
subparagraph:

‘‘(i) be taken in accordance with the prescribed methods and in the
presence of the person who is in charge of such [product]
medicine, Scheduled substance, medical device or IVD, or if
there is no such person or if he or she is absent for any reason, in
the presence of any other witness;’’;

(d) by the substitution in subsection (2)(a) for subparagraph (iii) of the following
subparagraph:

‘‘(iii) then be transmitted to an analyst, pharmacologist, technician,
[or] engineer, scientist, pathologist or expert designated by the
Authority together with a certificate in the prescribed form signed
by such inspector.’’;

(e) by the substitution in subsection (2) for paragraph (b) of the following
paragraph:

‘‘(b) A copy of the aforesaid certificate shall be handed or transmitted
by registered post to the owner or seller of such [product] medicine,
Scheduled substance, medical device or IVD or his or her agent.’’; and

(f) by the substitution for subsection (4) of the following subsection:
‘‘(4) The owner of the [product] medicine, Scheduled substance,

medical device or IVD from which the sample was taken may claim from
[the] the Authority an amount equal to the market value thereof.’’.

Amendment of section 29 of Act 101 of 1965, as amended by section 27 of Act 65 of
1974, section 12 of Act 94 of 1991, section 17 of Act 90 of 1997 and section 36 of Act
72 of 2008

19. Section 29 of the principal Act is hereby amended—
(a) by the substitution in paragraph (h) for the words preceding subparagraph (i)

of the following words:
‘‘makes any false or misleading statement in connection with any
[product] medicine, Scheduled substance, medical device or IVD—’’;
and

(b) by the substitution for paragraph (i) of the following paragraph:
‘‘(i) sells any [product] medicine, Scheduled substance, medical

device or IVD upon the container of which a false or misleading
statement in connection with the contents is written; or’’.

Amendment of section 30 of Act 101 of 1965, as amended by section 28 of Act 65 of
1974, section 13 of Act 94 of 1991, section 18 of Act 90 of 1997 and section 37 of
Act 72 of 2008

20. Section 30 of the principal Act is hereby amended—
(a) by the substitution for subsection (2) of the following subsection:

‘‘(2) The court convicting any person of an offence under this Act may,
upon the application of the prosecutor, declare any [product] medicine,
Scheduled substance, medical device or IVD in respect of which the
offence has been committed to be forfeited to the State.’’; and

(b) by the substitution for subsection (3) of the following subsection:
‘‘(3) Any [product] medicine, Scheduled substance, medical device

or IVD forfeited under this Act shall be destroyed or otherwise dealt with
as the Chief Executive Officer may direct.’’.

Amendment of section 31 of Act 101 of 1965, as amended by section 29 of Act 65 of
1974, section 13 of Act 17 of 1979, section 19 of Act 90 of 1997 and section 38 of
Act 72 of 2008

21. Section 31 of the principal Act is hereby amended—
(a) by the substitution in subsection (1) for paragraph (a) of the following

paragraph:
‘‘(a) any quantity of a [product] medicine, Scheduled substance,

medical device or IVD in or upon any premises, place, vehicle,
vessel or aircraft at the time a sample thereof is taken pursuant to the
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provisions of this Act shall, unless the contrary is proved, be
deemed to possess the same properties as such sample;’’; and

(b) by the substitution in subsection (1) 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 [product] medicine, Scheduled substance,
medical device or IVD or by the manager, agent or employee of
such owner or found upon or in any premises occupied by, or any
vehicle used in the business of, such owner, shall be admissible in
evidence against him or her as an admission of the facts set forth in
that statement or entry, unless evidence to the contrary which raises
a reasonable doubt shows that that statement or entry was not made
by such owner, or by any manager, agent or employee of such owner
in the course of his or her work as manager, or in the course of his
or her agency or employment.’’.

Amendment of section 35 of Act 101 of 1965, as substituted by section 23 of Act 90
of 1997 and amended by section 12 of Act 59 of 2002 and section 41 of Act 72 of 2008

22. Section 35 of the principal Act is hereby amended—
(a) by the substitution in subsection (1) for paragraphs (i) to (xi) of the following

paragraphs, respectively:
‘‘(i) prescribing the categories of persons by whom application may

be made for the registration of any medicine, medical device or
IVD or to whom a certificate of registration may be transferred;

(ii) prescribing the forms which shall be used for any application for
the registration of any medicine, medical device or IVD and the
particulars which shall be furnished with any such application
(including particulars regarding the method by which the
medicine, medical device or IVD in question or any component
of such medicine, medical device or IVD is manufactured and the
premises at which such medicine, medical device or IVD or any
such component is manufactured);

(iii) providing for the classification of medicines, medical devices or
IVDs into classes or categories for the purposes of this Act;

(iv) prescribing the samples of any medicine, medical device or IVD
and the quantity thereof which shall accompany any application
for the registration of a medicine, medical device or IVD;

(v) prescribing the form in which the medicines, medical devices or
IVDs register shall be kept and the particulars which shall be
entered therein in respect of any registered medicine, medical
device or IVD, as the case may be;

(vi) prescribing the form of any certificate of registration of any
medicine, medical device, or IVD;

(vii) prescribing the circumstances in which, the conditions on which
and the persons or categories of persons to whom any medicine,
[or] Scheduled substance, medical device or IVD may be sold;

(viii) prescribing the manner in which any package containing any
medicine, [or] Scheduled substance, medical device or IVD shall
be labelled, packed or sealed;

(ix) prescribing the particulars in regard to the use thereof which shall
be furnished with any medicine, [or] Scheduled substance,
medical device or IVD sold, and the manner in which such
particulars shall be furnished;

(x) prescribing the particulars which shall appear in any advertise-
ment relating to any medicine, [or] Scheduled substance, medical
device or IVD, or prohibiting the inclusion of any specified
particulars in such advertisement, or the distribution of any such
advertisement to a specified person or a specified category of
persons or to a specified organisation or a specified category of
organisations;

(xi) prescribing the requirements with which any medicine, or any
component thereof, medical device or IVD shall comply in
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regard to composition, therapeutic suitability and effect, purity or
any other property;’’;

(b) by the substitution in subsection (1) for paragraph (xv) of the following
paragraph:

‘‘(xv) prescribing the forms of licences, registers, prescription books,
records and other documents which shall be kept or used in
respect of medicines, Scheduled substances, medical devices or
IVDs, the manner in which they shall be kept, the particulars
which shall be entered therein and the place where and the period
for which they shall be retained;’’;

(c) by the substitution in subsection (1) for paragraphs (xvii), (xviii) and (xix) of
the following paragraphs, respectively:

‘‘(xvii) as to the transhipment or the exportation from or importation into
the Republic of any medicine, Scheduled substance, medical
device or IVD, specifying the ports or places at which such
medicine, Scheduled substance, medical device or IVD may be
brought into the Republic;

(xviii) authorising and regulating or restricting the transmission through
the Republic of medicines, Scheduled substances, medical
devices or IVDs;

(xix) prescribing the manner in which packages containing medicines,
Scheduled substances, medical devices or IVDs shall be labelled
when imported into or manufactured in the Republic and the
persons by whom and the manner in which they shall be kept;’’;

(d) by the substitution in subsection (1) for paragraphs (xxii), (xxiii) and (xxiv) of
the following paragraphs, respectively:

‘‘(xxii) authorising and regulating the possession by persons entering or
departing from the Republic of specified quantities of medicines,
Scheduled substances, medical devices or IVDs for personal
medicinal use;

(xxiii) as to the disposal or destruction of a medicine, [or a] Scheduled
substance, medical device or IVD, and the records which shall be
kept in respect thereof;

(xxiv) as to the importation, exportation, conveyance, keeping, storage,
processing and packing of medicines, [and] Scheduled sub-
stances, medical devices or IVDs, and the manner in which
medicines, [and] Scheduled substances, medical devices or IVDs
shall be kept and controlled in different categories of hospitals;’’;

(e) by the substitution in subsection (1) for paragraphs (xxvii) to (xxxii) of the
following paragraphs, respectively:

‘‘(xxvii) authorising, regulating, controlling, restricting or prohibiting the
registration, manufacture, modification, importation, exporta-
tion, storage, transportation, sale or use of any medical device,
IVD or class of medical devices, IVDs or medicines in respect of
its safety, quality and efficacy;

(xxviii) with regard to any matter to ensure the safety, quality and efficacy
of medicines, [and] medical devices or IVDs;

(xxix) as to the summary seizure and disposal of any medicine,
Scheduled substance, medical device or IVD found in the
possession or custody of any person not entitled under this Act to
keep or use it;

(xxx) as to the disposal or destruction of a medicine, Scheduled
substance, medical device or IVD which has become unfit for
use, and the report to be furnished in respect thereof;

(xxxi) prescribing the fee to be paid to the Authority in respect of an
application for the registration, and in respect of the registration
of a [product] medicine, Scheduled substance, medical device or
IVD, the fee to be paid annually to the Authority in respect of the
retention of the certification or the registration of a [product]
medicine, Scheduled substance, medical device or IVD and the
date on which such annual fee shall be paid;

(xxxii) prescribing the fee payable in respect of the authorisation of the
use of unregistered medicines, medical devices or IVDs, the
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issuing of permits and certificates under this Act, the issuing or
renewal of any licence under this Act, the performance of
inspections to assess the safety, quality and efficacy of medicines,
Scheduled substances, [or] medical devices or IVDs for the
purpose of registration, [and] the evaluation of technical
amendments and changes to the particulars contained in registers
and the testing for batch release of biological medicines;’’;

(f) by the substitution in subsection (1) for paragraph (xxxiv) of the following
paragraph:
‘‘(xxxiv) relating to the conditions under which medicines, [or] Scheduled

substances, medical devices or IVDs may be sold;’’;
(g) by the substitution in subsection (1) for paragraph (xxxviii) of the following

paragraph:
‘‘(xxxviii) relating to the safety, quality and efficacy of imported medicines,

medical devices and IVDs;’’;
(h) by the substitution in subsection (1) for paragraphs (xl), (xli) and (xlii) of the

following paragraphs, respectively:
‘‘(xl) relating to [products] medicines, Scheduled substances, medical

devices or IVDs in respect of matters contemplated in paragraphs
(i) up to and including paragraph (xi) and paragraphs (xxiii),
(xxiv), (xxxii), (xxxiv) and (xxxviii);

(xli) relating to the control of [products] medicines, Scheduled
substances, medical devices and IVDs in general;

(xlii) relating to the licensing for possessing or using certain [prod-
ucts] medicines, Scheduled substances, medical devices or
IVDs;’’; and

(i) by the substitution for subsection (6) of the following subsection:
‘‘(6) Regulations may be made under this section in respect of

particular [products] medicines, Scheduled substances, medical devices
or IVDs or classes or categories [in respect thereof] of medicines,
Scheduled substances or medical devices or IVDs or in respect of
medicines, Scheduled substances, medical devices or IVDs other than
particular classes or categories [of products, medical devices or IVDs]
thereof, and different regulations may be so made in respect of different
[products] medicines, Scheduled substances, medical devices or IVDs
or different classes or categories [of products, medical devices or
IVDs] thereof.’’.

Substitution of section 36 of Act 101 of 1965, as substituted by section 42 of Act 72
of 2008

23. The following section is hereby substituted for section 36 of the principal Act:

‘‘Exclusion of any [product] medicine, Scheduled substance, medical
device or IVD from operation of Act

36. (1) The Minister may, on the recommendation of the Authority, by
notice in the Gazette exclude, subject to such conditions as he or she may
determine, any [product] medicine, Schedule substance, medical device or
IVD from the operation of any or all of the provisions of this Act, and may
in like manner amend or withdraw any such notice.

(2) Notwithstanding subsection (1), the exclusion of any [product]
medicine or Scheduled substance from the operation of [section] sections
18A and 22G shall be effected by the Minister on the recommendation of
the Pricing Committee.’’.

Substitution of certain words in Act 101 of 1965

24. The principal Act is hereby amended by the substitution for the words ‘‘product’’
and ‘‘products’’, wherever they occur except in sections 2, 22A, 22F(4)(c) and
22H(1)(a) and Schedules 0 up to and including 6, of the words ‘‘medicine’’ and
‘‘medicines’’, respectively.
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Repeal of law

25. Section 44 of the Medicines and Related Substances Amendment Act, 2008 (Act
No. 72 of 2008), is hereby repealed.

Transitional provisions

26. (1) For the purposes of this section—
(a) ‘‘Authority’’ means the South African Health Products Regulatory Authority

established by section 2 of the principal Act as amended by this Act;
(b) ‘‘commencement date’’ means the date on which this Act takes effect;
(c) ‘‘Council’’ means the Medicines Control Council established by section 2 of

the principal Act; and
(d) ‘‘Department’’ means the national Department of Health.

(2) (a) The Council continues to perform the functions which it performed before the
commencement date but ceases to exist the day immediately before the date of the first
meeting of the Board appointed by the Minister of Health in terms of section 2C of the
principal Act as amended by this Act.

(b) The date of the first meeting of the Board referred to paragraph (a) must be
determined by the Minister.

(c) Anything done by the Council that could have been done by the Authority in terms
of the principal Act as amended by this Act must be regarded as having been done by the
Authority.

(2) Medicines, medical devices and IVDs that are registered on the commencement
date must be regarded as having been registered in terms of the principal Act as amended
by this Act and the Chief Executive Officer must enter them in the relevant register.

(3) (a) The Minister of Health must, at least 30 days before the commencement date,
designate all the employees of the Department who are engaged in the regulation of
medicines and health technologies and in radiation control and food control as
employees to be transferred to the Authority.

(b) An employee contemplated in paragraph (a) must be informed in writing of the
designation as soon as possible after designation.

(c) The transfer of the designated employees must be in accordance and subject to—
(i) the relevant labour legislation;

(ii) the Public Service Act, 1994 (Proclamation No. 103 of 1994); and
(iii) any collective agreement reached between employers and employees.

(d) For the purposes of the Income Tax Act, 1962 (Act No. 58 of 1962), no change of
employer must be regarded as having taken place when employment is taken up at the
Authority by a person contemplated in this subsection.

(e) Any person transferred to the Authority in terms of this subsection remains subject
to any decision, proceeding, ruling and direction applicable to that person immediately
before the transfer date to the extent that such decision, proceeding, ruling and direction
remain applicable.

(f) Any proceedings against a person transferred to the Authority that were pending
immediately before the transfer date must be disposed of as if that person had not been
transferred.

(4) (a) Registration of any medicine, medical device or IVD which was pending
registration before the commencement date, must be dealt with by the Authority as if this
Act has not been passed.

(b) Any appeal in terms of section 24 of the principal Act that is pending on the
commencement date must be dealt with as if this Act had not been passed.

(c) Decisions, guidelines and procedures made and adopted by the Department that
are in force on the commencement date and that deals with matters in respect of which
the Authority may make rules and guidelines in terms of the principal Act as amended
by this Act, remain in force until amended or repealed by the Authority.

(5) (a) The ownership and control of all movable property of which the ownership and
control vested in the State immediately before the commencement date and which has
been used for the purposes or in connection with the exercise or performance of the
powers and duties of the employees transferred to the Authority in terms of this section
must be transferred to the Authority.

(b) In the event of the movable property being held under a lease or pledge or any
form of security, such lease or pledge or other security are transferred on the
commencement date to the Authority.
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(c) On production of a certified register by the Director-General of the Department
that movable property that constitutes part of the resources of the employees
contemplated in subsection (3)(a) is owned by the State, the Authority must make such
entries or endorsements in or on any relevant register or other document to register that
movable property in its name, and the Director-General must remove that removable
property from its asset register.

(d) From the commencement date all contractual rights, obligations, assets and
liabilities of the Department in respect of that part of the Department under which the
employees contemplated in subsection (3)(a) fall vest in and must be transferred to the
Authority.

(e) Any litigation resulting from any cause of action in relation to the assets, rights,
obligations or liabilities transferred to the Authority in terms of paragraph (a) which
arose—

(i) before the commencement date, must be conducted by or against the
Department; and

(ii) on or after the commencement date must be conducted by or against the
Authority.

(f) If there is any uncertainty about which movable property must be transferred to the
Authority, the matter must be finally determined by the Minister, in consultation with the
Minister of Finance.

(6) The fees to be charged by the Authority for services rendered to any applicant in
respect of any medicine, Scheduled substance, medical device and IVD must, from the
commencement date, be as contained in the regulations in force and used by the
Department immediately before the commencement date until the relevant regulations
have been amended or substituted by the Minister in terms of the principal Act as
amended by this Act.

(7) (a) All debt owing to the Department for medicines regulation immediately before
the date of commencement of this Act is payable to the Authority and must be managed
under the same conditions that applied immediately prior to that commencement date.

(b) The Authority may alter the conditions under which the debt is managed after
giving the debtors three months notice of the proposed changes.

(c) The bank account held by the Department for medicine regulation and all amounts
in the account must be transferred to the Authority on the commencement date.

Short title and commencement

27. This Act is called the Medicines and Related Substances Amendment Act, 2015,
and comes into operation immediately after the commencement of the Medicines and
Related Substances Amendment Act, 2008 (Act No. 72 of 2008).
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MEMORANDUM ON THE OBJECTS OF THE MEDICINES AND
RELATED SUBSTANCES AMENDMENT BILL, (2015)

1. BACKGROUND

1.1 The Medicines and Related Substances Amendment Bill (‘‘Bill’’), seeks to
amend the Medicines and Related Substances Act, 1965 (Act No. 101 of
1965) (‘‘principal Act’’), that has been recently amended by Medicines and
Related Substances Amendment Act, 2008 (Act 72 of 2008) (‘‘amendment
Act’’), so as to define certain expressions and to delete or amend certain
definitions; to provide for the objects and functions of the Authority; to
provide for the composition, appointment of chairperson, vice-chairperson
and members, disqualification of members, meetings and committees of the
Board of the Authority; to replace the word ‘‘products’’ with the word
‘‘medicines’’ and expression ‘‘Scheduled substances’’ in order to correctly
reflect the subject matter of the said Act; and to effect certain technical
corrections; and to provide for matters connected therewith.

1.2 The amendment Act established a new regulatory authority for all medicines,
medical devices and food stuffs called the South African Health Product
Regulatory Authority (‘‘SAHPRA’’). The amendment Act provided for the
appointment of a Chief Executive Officer to carry out, amongst other things,
the functions assigned to SAHPRA under the principal Act as amended by the
amendment Act.

1.3 The amendment Act has not been put into operation because some issues
relating to the envisaged functioning of SAHPRA were identified. This in turn
necessitated certain consequential amendments to the principal Act as
amended by the amendment Act where certain definitions needed to be
amended and some new definitions inserted. The transitional arrangements
also needed to be more elaborate so as to create a smooth transition from the
current Medicines Control Council (‘‘MCC’’) to SAHPRA.

1.4 During December 2011 Cabinet approved that the Bill be published for public
comments. On 15 March 2012, the Bill was published for public comments as
per Government Gazette number 35151 for a period of three months. Public
comments were received and considered.

2. OBJECTS OF BILL

Clause 1: Amendment of section 1 of principal Act, as amended by section 1 of
Amendment Act

2.1 Clause 1 seeks to amend section 1 of the principal Act by—
(a) the substitution in the definition of ‘‘advertisement’’ for the word

‘product’’ of the words ‘‘medicine, Scheduled substance’’; and insertion
of the following words, ‘‘electronic media (including radio and
television)’’.

(b) the deletion of the definitions of ‘‘advisory committee’’;
(c) the deletion of the definition for ‘‘biological medicines’’;
(d) the insertion of the definition for ‘‘complementary medicines’’; and
(e) the deletion of the definition for ‘‘cosmetic’’
(f) the deletion of the definition for ‘‘foodstuff’’
(g) the substitution of the definition of ‘‘IVD’’;
(h) the extension of the definition of ‘‘medicine’’;
(i) the substitution of the definition of ‘‘medical device’’;
(j) the deletion of the definition of ‘‘product’’;
(k) the insertion after the definition of veterinary medicine of the definition

of ‘‘vigilance’’
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Clause 2: Amendment of section 2 of principal Act, as substituted by section 2 of
Amendment Act

2.2 Clause 2 seeks to amend section 2 of the principal Act (that establishes
SAHPRA), so as to clarify that SAHPRA is an organ of state within the public
administration but outside the public service.

Clause 3: Insertion of sections 2A to 2I in principal Act

2.3 The new sections 2A to 2I seek to provide for—
(a) the objects of SAHPRA;
(b) the functions of SAHPRA;
(c) the composition of the Board of SAHPRA (‘‘Board’’);
(d) the appointment of members to the Board;
(e) the appointment of a chairperson and vice-chairperson of the Board;
(f) disqualification from membership of the Board and vacation of office;
(g) meetings of the Board;
(h) committees of the Board; and
(i) the dissolution of the Board.

Clause 4: Amendment of section 3 of principal Act, as substituted by section 3 of
Amendment Act

2.4 Clause 4 seeks to empower the Board to appoint a Chief Executive Officer
after consultation with the Minister. It is also proposed that the Chief
Executive Officer conclude a performance agreement with the Board and that
the Chief Executive Officer is accountable to the Board. Lastly it seeks to
empower the Chief Executive Officer to appoint committees in consultation
with the Board.

Clause 5: Repeal of section 4 of principal Act

2.5 Clause 5 seeks to repeal section 4 which provided for the establishment of the
Advisory Committee. The need for an Advisory Committee has fallen away as
a result of the appointment of the Board.

Clause 6: Amendment of section 13 of principal Act, as substituted by section 6
of Amendment Act

2.6 Clause 6 seeks to amend section 13 so as to empower the Chief Executive
Officer to publish the registers for medicines, Scheduled substances, medical
devices or IVDs on the Website of SAHPRA.

Clause 6 further seeks to delete the words ‘‘scheduled substances’’ and
substitute ‘‘every six months’’ for the words ‘‘when registration is obtained’’.

Clause 7: Amendment of section 14 of principal Act, as substituted by section 7
of Amendment Act

2.7 Clause 7 seeks to replace the word ‘‘product’’ with the word ‘‘medicine’’ and
to remove reference to section 15(10) which was erroneously referred to in the
Amendment Act.

Clause 8: Amendment of section 15 of principal Act, as substituted by section 8
of Amendment Act

2.8 Clause 8 seeks to empower SAHPRA to issue registration certificates and
reject applications for registration of medicines under certain circumstances.

Clause 8 further seeks to provide for the insertion of the words ‘‘and’’ and ‘‘in
the case of a medical device and IVD, performs as intended’’.
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Clause 9: Amendment of section 16 of principal Act, as substituted by section 12
of Amendment Act

2.9 Clause 9 seeks to empower SAHPRA to cancel registration of any medicine,
medical device or IVD if SAHPRA is of the opinion that it is not in the public
interest that such medicine, medical device or IVD is made available to the
public.

Clause 10: Amendment of section 18 of principal Act, as substituted by section 14
of Amendment Act

2.10 Clause 10 seeks to amend section 18 by replacing the word ‘‘product’’with the
words ‘‘medicine or Scheduled substance’’. It also seeks to prohibit the sale of
medical devices or IVDs unless they bear a label, where practical, stating the
prescribed (by regulation) particulars.

Clauses 11: Amendment of Section 18A of principal act

2.11 Clause 11 seeks to amend section 18A and empower the Minister to prescribe
acceptable and prohibited acts in consultation with the Pricing Committee.

Clause 11 to 23:

2.12 Clauses 11 to 14 and 16 to 21 seek to replace the word ‘‘product’’ with the
words ‘‘medicine’’, ‘‘medicines, Scheduled substances’’ and ‘‘medical device
or IVD’’ or by inserting the words ‘‘medical device or IVD’’ and ‘‘medicines,
Scheduled substances, medical devices or IVD’s’’.

Clause 15: Amendment of Section 22C of principal act

2.13 Clause 15 seeks to insert of the words ‘‘veterinarian’’ in paragraph (a).

Clause 15 further seeks to substitute the word ‘‘product’’ with the words
‘‘medicine’’, ‘‘medicines, Scheduled substances’’ and ‘‘medical device or
IVD’’ or by inserting the words ‘‘medical device or IVD’’ and ‘‘medicines,
Scheduled substances, medical devices or IVD’s’’.

Clause 22: Amendment of Section 36 of principal as substituted by Section 24 of
the Amendment Act

2.14 Clause 22 seeks to insert the words ‘‘section18A and’’ and effected by the
Minister’’.

Clause 22 further seeks to substitute the word ‘‘product’’ with the words
‘‘medicine’’, ‘‘medicines, Scheduled substances’’ and ‘‘medical device or
IVD’’ or by inserting the words ‘‘medical device or IVD’’ and ‘‘medicines,
Scheduled substances, medical devices or IVD’s’’.

Clause 23

2.15 Clause 23 deals with the deletion of the reference to section 22(4)(a)(ii).

Clause 24

2.16 Clause 24 seeks to repeal section 44 of the amendment Act.

Clause 25

2.13 Clause 25 seeks to provide for transitional arrangements so as to create a
smooth transition from the MCC to SAHPRA.

Clause 25 further seeks to insert ‘‘(a)’’ in section 25 (7).
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