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AMENDMENTS AGRELI'DTO

SOUTH AFRICAN MEDICINES AND MEDICAL DEVICES
REGULATORY AUTHORITY AMENOMENT BILL
[B 114-98]

CLAUSE |
1. On page 6, in line 43, to omit “ 1“. .

2. On page 6, in line 38, to omit the definition of “adverse drug event” and
substitute:

“adverse event or adverse drug event” me:.ns an unintended del eteri-
ous effect of amedicine when used in usuz 1 dosage;

3. On page 8, from line 6, to omit the definition of “complementary
medicine” and to substitute:

“complementary medicine’” means any substance or mixture of
substances, which—

(a) originates from a plant, mineral, or inimal, and which may be,
but is not limited to, being classifie d as herbal, homeopathic,
ayuverdic or nutritional; and

(b) isused or intended to be used for, or manufactured or sold for
usein, or purported to be useful in, complementing the healing
power of a human or animal body in he treatment, modification
aleviation or prevention of disease, abnormal physical or
mental state or the symptoms therzof in a human being or
animal; and

(c) isusedin, but not limited to, the disciplines of Western herbal,
African traditional, traditional Chinese, Homeopathy,
Ayuverda, Unani, Antroposophy, Arc matherapy and Nutritional
supplementation; or

(d) because of its origin, intended use in a discipline, is determined
by the Authority, by notice in the Guzerte, to be a complemen-
tary medicine;
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4. On page38, after line 19, to insert:

“day" means calendar day;
5.
On page 8, after line 21, to insert:

“Department” means the Department of ealth, or in relation to a
matter concerning veterinary medicines. means the Department of
Health and the Department of Agriculture;

6.  On page 8, after line 24, to insert:

“dispensing” means the interpretation and evaluation of a prescription,
the selection, manipulation, of the medicin 2, the labelling and supply
of’ medicines in an appropriate containzr and the provision of
information and instructions to ensure the safe and effective use of
medicines by a patient, and “dispense” has acorresponding meaning;

7. On page 8, after line 43, to insert:

“manufacture” means all operations including purchasing ot material,
processing, production, packaging, quality control, release and storage
of medicinal products and related control.

8. On page 10, in line 4, to omit “the Minister must be deemed to refer to”.
9. On pagelO, after line 5, to insert:

“nurse’” means a person registered as a nu 'se under the Nursing Act,
1978 (Act No. 50 of 1978).

10.

On page 10, from line 6, to omit the definition of “orthodox
medicine” and to substitute:

orthodox medicine: “Orthodox medicine’ or “medicing’” means any
substance or mixture of substances int¢ nded to be used by, or
administered to, human beings for any of the following therapeutic
purposes:

(a) Treating, preventing or alleviating sy mptoms of disease, abnor-
mal physical or mental state or the s ymptoms thereof;

(b) Diagnosing disease or ascertaining the existence, degree or
extent of a physiological condition;

{¢) Otherwise preventing or interfering with the normal operation
of physiological function, whether g ermanently or temporarily
and whether by way of terminating, reducing, postponing or
increasing or accelerating the operat on of that function.

I 1. On page 10. in line 23. after “Act” to inscrt “ 1974 and includes a
pharmacist’s assistant registered under the Act’ .

12. On page 10, from line 24, to omit the definition of “pharmacist’s assistant”

13. On page 10, after line 25, to insert:

“Pharmaco-vigilance™ means the active collection, detection, assess-
ment, and prevention of adverse drug even s;

14. On page 10. after line 28, to insert:

“register” when used as a noun, means to register referred to in section
25 and when used as a verb. means to enter in the register;

I15. on pagel 0.inline 33, to omit “cosign” and t¢ substitute “consign”.
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[ 6.0n page 1() inline 33.to omit “expose,”.

I 7. On page 10, in line 34, to omit ““and barter”.

| 8. On page lo. after line 43, 1o insert:

“Veterinarian” means a person registered or deemed to be registered
under the Veterinary and Para-Veterinary Professions Act, 1982 (Act
N(). 39 of’ 1982),

17. On page 10, in line 49, to omit “foodstuffs” and to substitute ““teedstuffs”.

ra

CLAUSE 5

On pagel2.inline 47, to omit “ensure that the best practices are adopted
So as to”.

CLAUSE 6
On page 14. in line 9.to omit “three months’ znd to substitute “60 days. "

On page 14, in line 23, to omit “Expert” and 1o substitute “Standing”.

CLAUSE 8

On page 14, in line 45, after the last 1974 o insert “the Nursing Act,
1978 (Act No. 50 of 1978)".

On page 16.inline 9. to omit (3) andto substitute (2).

On page 16, inline 9, after “person” to insert “who was’.

CLAUSE 12

On page 18, in line 14, to omit the words ““pre: ent up to and including the
words “‘at that meeting. ”

In line 15 to substitute subsection (4) “The quc rum for any meeting of the
Board is the majority of the voting members. ”

On pagel8, in line 19, to omit “chair nan’s” and to substitute
‘“chairperson’s.”.

CLAUSE 14
On page 18, from line 32, to omit subsection (, 1) and to substitute:
A member of the Board or of the staff o~ of any committee of the
Authority, may not vote at. attend or in any other manner participate in

the proceedings of any meeting or hearing of the Board or any
committee of the Authority if—

On page 18. from line 49. to omit “if” up to anl including “Member’” and
to substitute in line 51

If at any stage during the course of any p. oceedings of the Board or
committee of the Authority there is reason o believe that amember of
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the Board or Committee of the Authority | as an interest contemplated
in subsection ( 1) that member—

3. On page 18, in line 54, to omit the first < Autt ority”.

4. On page 18, in line 58, to omit the first **Autl ority”.

CLAUSE 15
1L On page 20, from line 9, to omit paragraph (¢) and to substitute:

(c) the fact that any person who is disqualified from being a
member of the Board or who was removed from that office sat as
such in the Board at the time when such decision was taken, if
such decision was taken by a majority of the members of the

Board lawfully entitled to vote and present at the time, and the
said members of the Board at the t : me constituted a quorum.

CLAUSE 16
17. On page 20, in line 17, to omit “assist the Auth »rity in the performance of”
and to substitute “perform”.

CLAUSE 17

1. On page 24, from line 12, to omit subsection 3) and to substitute:

(3) The Authority may in the prescribed manner receive donations
or contributions from any person, and must use any donations or
contributions so acquired for such purg ases as it may determinein
connection with the performance of its functions in terms of this Act,
provided that all suth contributions a -e published in the annual
report of the Authority:

2. On page 24, after line 18, add:

(5) The funds contemplated in subsec tion (2) do not form part of
the National Revenue Fund.

CLAUSE 19

1. On page 24, in line 41, to omit “accountant o"”

CLAUSE 21

Clause rejected.
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CLAUSE 21
On page 26, tfrom line 13, to omit “appoint” axdto substitute “establish”.
On page 26, in line [ 4, after Committees to i1 sert “and appoint”.

Establish standing committees, and appvint their chairpersons and
deputy chairpersons for. but not limited tc—

On page 26, in line 24, to omit “Despite” ancto substitute “Subject to”.
On page 26, from line 29, to omit subclause (1) and to substitute:
The Board may appoint any appropriately qua:lified person who is tit and
proper to the committees established in terms of this section.
CLAUSE 22
On page, in line 32, to omit subsection ( 1) an:lto substitute:
A member of any committee of the Board who is not a member of
the Board or on the staft of the Authority «r in the lull-time employ 01’
the State must be paid such remuneration :ind allowances as the Board

may from time to time in consultation with the Minister and the
concurrence of the Minister of Finance, d:termine.

CLAUSE 24

on page 28.inline 4, to omitsubsection (1) :ndto substitute:
“An application for the registration of : medicine. complementary
medicine, veterinary medicine or device must be submitted to the
Authority in the prescribed form, and m ist be accompanied by the
prescribed particulars and samples, whe ‘e appropriate, and by the
prescribed fees.

On page 28.inlinel 1, to omit “medicine”.

On page 28. in line 26, to omit ““one month™ ¢nd to substitute 60 days™,

On page 28. in line 30, to omit **one month” and to substitute “60 days’.

On page 28.in line 34, to omit “of Health”

On page 28.inline 36.to omit “must” and te substitute “may”.

On page 28. in line 46, to omit the words “the Health” up to and including
other body and to substitute “any body”.

On page 30. in line 6,to omit “stock remedy’ .

On page 30. in line 16, to omit “"stock reined!”

On page 30 in line 29,to omit or “*stock remedy™.

On page 30 inline 31, to omit “stock remedy” and to substitute “device”.

on page 30 in line 60.to omit “Interim Nt tional Medical and Dental
Council™ and to substitute *Health Professiors Council”.
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. Onpage 32, in line lto omit “Interim Pharmacy Council of South Africa’

and to substitute *South African Pharmacy Council™.

Onpage 32, in line 6, to omit “must be” and o substitute “is’.

CLAUSE 25
On page 32. in line 44 after “pharmacist” to insert pharmacist . pharmacist
intern, pharmacy support personnel in acccrdance with the scope of
practice ot such personnel as prescribed undel the Pharmacy Act, 1974.
CLAUSE 26

On page 34. in line 7, after the second “of” to insert “a maximum of “.

On page 34. in line 15, after “device” toinseit “or”.

CLAUSE 28
On page 34, inline 4 1, after “medicine” toinsert “medical devices'.

On page 34, inline 51, to omit “after” andto substitute “in”.

CLAUSE 29

.

On page 36. in line 3,toinsert “(1)" before* ‘a)”.

CLAUSE 30

On page 36, in line 32, after ““may ™" to insert “only”.

CLAUSE 31

1. On page 36, in line 43, to omit subsection (2) and to substitute:

9

(2) The Minister may on the recomm :ndation of the Authority:
(a) prescribe the Scheduled substances referred to in this section;

and
(h) prescribe such Schedules as the Mi ister deems necessary.

On page 36.in line 48, to omit subparagraph (i) and to substitute:

(i) a pharmacist intern, or pharmacy s ipport personnel in accord-
ance with the scope of practice of sach personnel as prescribed
under the Pharmacy Act, 1974.

3. On page 36. in line 53. to omit ~or™ and to su stitute “and™.

4.0n page 38, in line S. toomit “or” and to sub stitute “and”.
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S, On page 38.in linet |, to omit “pharmacist’s .ssistant” and to substitute
“pharmacy support personnel in accordance w th the scope of practice of
such personnel as prescribed under the Pharmecy Act, 1974”.

6.  Onpage38.inline 21, to omit paragraph (¢) and m substitute:

{a)a pharmacist, a pharmacist intern or pharmacy support person-
nel in accordance with the scope of p -actice of such personnel as
prescribed under the Pharmacy Act 1974, who may sell only
Schedule 2 substances without a pre scription;

7. On page .38, from line 24, to omit all the words after the second “or” up to
and including “pharmacist” in line 25, and to .ubstitute:

pharmacy support personnel in accordance with the scope of practice
ot such personnel as prescribed under the Pharmacy Act, 1974, who
may sell only Schedule 2 substances withcut a prescription,;

8.  On page 38, in line 38.to omit “or” and to su>stitute “and”.
9. On page 38 in line 40, after (i) to insert “only”.

lo. On page 38. in line 56, to omit “pharmacist’s issistant”” and to substitute
“pharmacy support personnel in accordance w ‘th the scope of practice of
such personnel as prescribed under the Pharm: cy Act, 1974”.

1l. On page 40, in line 41, to omit “

“confirming”.

concerning” and to substitute

12. On page 42, in line 14, to omit “pharmacist intern, or pharmacist’'s
assistance acting under the personal supervisicnof a pharmacist” and to
substitute “‘or a pharmacist intern or pharmacy support personnel in
accordance with the scope of practice of such personnel as prescribed
under the Pharmacy Act, 1974”.

13. On page 42, in line 26, after “practitioner” to nsert “or veterinarian”.

14. On page 42, in line 29, after “‘posess™, toinse:t “cultivate,”.

15. On page 42, in line 59, to omit “or complementary medicine”.

16. On page 44, in line 5, to omit. “complementary medicine”.

”

17. On page 44, in line 10, to omit “complements 'y medicine.”.
18. On page 44, in line 14, to omit “‘(e)”" and to substitute “(d)”.
19. On page 44, in line 15, to omit **(f)” and to su’stitute “*(¢)”.

20. On page 44, in line 37, to omit “‘complementa'y medicine’.
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21. On page 44 in line 49, to omit ‘““‘complementars medicine.”.

22. On page 46, in line 2, to omit “is in possessic n* and to substitute “has

obtained”.

23. On page 46 in line 25 to omit subsection (16) and to substitute:

(18)(u) The Minister may, on the recommendation of the
Authority, prescribe conditions for the manufacture, sale and
possession of amedical device; and

(b) no person may manufacture, setl or have in his or her
possession a medical device contemplate’ in paragraph (@) except in
accordance with the prescribed condition s.

CLAUSE 32

1. On page 46, in line 35, after “medicing” to ins:rt “or medical device’.

2.

3

N

w N

On page 46, in line 42, before “dispense” to o1iit “compound or”.

On page 46, in line 53, to omit “Interim harmacy Council or its
succession in title of South Africa” and to substitute “South African
Pharmacy Council”.

. On page 48, in line 8, to omit “must”.

CLAUSE 36

On page 48, in line 54, to omit “pursuant of a direction other” and to
substitute “pursuance of a direction under”.

. On page 50, in line 5, to omit the first “@’ and to substitute “the”.

On page 50, inline | 3, to omit “and 22" and tc insert “28(4)” and “30".

. On page 50, in line 16, to omit “(hereinafter czlled the employer)”

On page 50, in line 34, to omit “must shall” ard to substitute “may”.

CLAUSE 40

On page 50, in line 42, to omit “members of ts staff’ and to substitute
“persons’.

. On page 54 in line 30, to omit “tempered” and to substitute “tampered”.
. On page 56, after line 13, to add:

(14) Despite subsection (2) an inspector may without a warrant,
during business hours conduct routine inspections of any place or
premises from which a person authorised under this Act to
manufacture, compound, dispense, distribute, advertise, or sell, any
orthodox medicine, complementary medi :ine, veterinary medicine,
medica device or Scheduled substance,
conducts business, in order to ensure compliance with any pre-
scribed requirements.
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CLAUSE 41

On page 56, in line 29, after “veterinary medicine” t¢ insert “medical device’.

CLAUSE 42

Onpage 56, in line 46, atter “medicine” to insert “complementary
medicine, veterinary medicine, medical device'.

On page 56, in line 48 after “medicine” tc insert “complementary

medicine, veterinary medicine, medical device'”.

CLAUSE 43

On page 58. in line | |, after “medicing’ tc insert “complementary

medicine, veterinary medicine, medical device'”.

CLAUSE 45

1. On page 58, in line 43, to omit paragraph (/).

On page 58. in line 48. atter “Minister” to insert “‘in the interest ot public
health”.

CLAUSE 48

1. On page 60, to omit subsection ( 1).

2.

4.

On page 60, in line 28, to omit the words *Without limiting the generality
of subsection (1)“, and to substitute:

(1) “The Minister may, in consultation with the Authority, make

regulations not inconsistent with this Act”’.

On page 64, in lineb1, after “complementary me licine’ to insert “medical
device’.

On page 64, in line 54, to omit “and”.

5. On page 64, in line 55, after “trials’ to insert “ and”.

6.

On page 64, after line 55, to insert:
(zL) any other matter not inconsistent withi this Act.
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CLAUSE 50

1. On page 66, in line 33, to omit subclause (1) ardto substitute:

(1) Subject to subsection (2)—
(a) the laws mentioned in Schedule 1: re hereby repealed to the
extent set out in that Schedule; and
(b) the Fertilizers, Farm Feeds, Agricultural Remedies and Stock
Remedies Act, 1947 (Act No. 36 of 1947) specified in Schedule
2 is hereby amended to the extent se out in that Schedule.

2. On page 66, in line 55, after “registration” to insert “in respect of
veterinary medicine”.

3. On page 66, after line 56, to add:

(3) Subject to this Act, the Registrar appointed in terms of tbe
Medicines Act must act as the Chief Ex« cutive Officer until a day
immediately preceding the day on which @ Chief Executive Officer is
appointed in terms of section 16.

(4) Subject to this Act. the Medicines Control Council established
by section 2 of the Medicines Act must pe rform the functions of tbe
Board until a day immediately precedingthe day on which the
Minister appoints the Board in terms ot s >ction 6.

(5) Any officer or employee of—

(a) the Department of Health's Directorate: Medicines Administra-
tion. which provides support the said Medicines Control
Council, may act as astati member o' the Authority until a date
determined by the Director-General »t Health: and

(h)the Department of’ Agriculture performing on a full-time basis
functions regarding stock remedies may act as a staff member 01
the Authority until a date determinec by the Director-General:
Agriculture.



22

SCHEDULE 1

REPEAL OF LANS

(Section 50)

No. and year of law

Short title

Extent of repeal

Act No. 101 of 1965

Medicines and Related Substances
Control Act, 1965

The whole, except sections 1, 15B.
18, 229, 24, 34A and 40.

Act No. 90 of 1997

Medicines and Related Substances
Control Amendment Act, 1997

[he whole, except sections 1, 10,
12, 14, 15, 22,26, 28, 31and 33.

Transkei Act No. 27 of 1978

Medicines and Related Substances
Control Amendment Act, 1978

The whole.




