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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 Health Amendment Bill. 2008 and
3. The Medicines and Related Substances Amendment Bill, 2008.

_/
/@Qﬁ(m‘
DR ME TSHABALALA-MSIMANG

MINISTER OF HEALTH
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GENERAL EXPLANATORY NOTE:

! | words in bold type in squarc brackets indicatc omissions from the
cxisting cnactinents.

.......... words underlined with a solid line indicate inscrtions in cxisling enactments.

DRAFT BILL

To amend the Medicines and Related Substances Act, 1965, so as to provide for the establisament of the
South African Heatth Products Regulatory Authority; for the certification and registration of products
which inciude medicines, medical devices and certain foodstuffs and cosmetics, for the control of
Scheduied substances; and matters incidental thereto.

BE IT ENACTED by the Parliament of the Republic of South Alricu. as follows:-

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

i. Scction 1 of the Medicines and Related Substances Act 101 of 1965 (hereinalter referred to as the
principal Act) is hereby amended by the-

(a) substitution, in the defininon of advertisement, for the words appcaring before paragraph (a) of the
following words:

“advertisement', in relation 1o any {medicine} product or Scheduled substance, means any written.
pictorial. visual or other descriptive matter or verbal statcment or relcrence-"

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

“which is intended to promote the sale of that {medicine] product or Scheduled substance. and
‘advertisc' Iias a corrcsponding meaning:™

(c) insertion after the defimition of “approved name™ of the following definition:

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

(d) insertion after the definition of “certificatc of registration™ of the following definitions:

~ > cerlification” means certification by the Authority 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” mcans a cosmetic as defined in terms of the Foodstuffs, Cosmetics and Disinfeclants Act.
1972 (Act No. 54 of 1972 in respect of winch medicinal claiins arc made.

(¢) deletion of the definition of “council™;

() insertion after the definition of “cxport” of the following definition:
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“foodstuff” means a foodstuff as defined in the Foodstuffs, Cosimetics and Disinfectants Act. 1972 in
respect of which medicinal claims arc made.:”

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

““product” includes a 1nedicine: cosmetic; medical device or a foodstufl:”

{g) dcleiion of the definition of Registrar:
(h) the deletion of subscction (3).

(1) substitution for subsection (4) of the (ollgwing subsection:

*(4) Intcrnational tendcering for [medicines) products shall be allowed in the prescribed manner and on
the prescribed conditions”

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

“Fstablishmenlt, powers and functions of the South African flealth Products Regulatory Authority

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

(2) The Authority is-

(a) a juristic person;
(b) subjcct to the Public Finance Management Act, 1999 (Act No. 1 of 1999); and
(¢) accountable to and reports to the Minister.

(3) The Authority may exercise the powers and shafl perform the Fanctions conferred upon or
assigned (o it by this Acl.”

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 must appoint a suitably qualified pcrson as the Chiel Executive Officer of the
Authority.

~(2) The Clucf Exceutive Officer-

€) is appointed for a term of five vears and may be reappointed for one additional
term of five vears:;

{b) 1s 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 thc Ministcr for Public Service and Administration:
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(e) is responsible for the general administration of the Authority and for the carrying
oul of any functions assigned to the Authority by this Act and the Ministcr;

(H must inanage and direct the activities of the Authority;

(£ must appoint and supervise the Authority’s staff; and

() must compile business and financial plans and reports in (¢rms of Act 1 of 1999.

(3) The Chicf Exccutive Officer shall appoint suitably qualified staff and may contract other_suitably

quahlied persons 10 assist the Authority in carrvang out its functions.

(4) The Minister, afier consultation with the Minister for the Public Service and Adininjstration, shall

conduct applicable to the Chief Exccutive Officer and staff of the Authonty.

(5) The Authority may utilise persons seconded or transferred from the public service and such transfcr

musl be in accordance with the Labour Relations Act, 1995 (Act No. 66 of 1993).

(6) The Cliuef Executive Officer and the stafl of the Authority become menibers of the Govermnent

Emplovecs’ Pension Fund conteraplated in scction 2 of the Government Emplovees Pension Law,

1996 (Proclaination No. 21 of 1996).

{7) The Chuefl Exccutive Officer may. subject (o the approval of the Minister, appoint comutices as it
niay deem necessary. (o investigate and report 1o 1t on any natter 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 scction is hereby substituted for scction 13 of the principal Act:

“ Registers

13. The Chicf Executive Officer shall keep scparate 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 cnter all such particulars in regard (o 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 thercin,”

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

(@) substitution for the heading of section 14 of the following heading:
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“Prohibition on the sale of products which are subject to certification or registration and are
not certified or registered”;

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

“(1) Save as provided in this scction o1 scctions 21 and 22A, no person shall sell any fmedicine,]
product which is subjcct to certification and registration by virtue of a |resolution] noticc
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 (o time by {resolution approved by| notice. with
the approval of thic Minister, determine that a medicine or class or category of medicines or
part of any class or category of mcdicincs; a cosinetic, inedical device or foodstuff mentioned
in the [resolution] notice shall be subject to certification and registration in terms of this Act.

(b) Any such Jresolution}] notice may also rclatc only to [medicines,] products which werc
availablc for sale in the Republic immediately prior (o the date on which it comes into

opcration in terms ol paragraph (¢) or only lo [medicines] products which were not then so
available.

(c) Any such [resolution] noticc shall be published in the Gazctie by the [registrar] Chief
Executive Officer and shiall come 1ato operation on the datc on which it is so published.”

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

“(3) Inthc casc of a [medicine,] product which wvas available for sale in the Republic immediately
prior to the date of publication in the Gazette of the [resolution] notice by virtue of which it is subject

to certification and registration in tcrims of this Act, the provisions of subscction (1) shall comne into
operation-

(a) 1f no application for the centification and registration of such fmedicinej product. is made
within the period of six months immediatcly succecding that date, on the cxpiration of that period;
or

(b) if the application for the centification and registration of such [medicine,] product is madc
within the said pertod, on the date onc month aficr the date on which a notice in respect of such
[medicine] product. is published in the Gazctic in terms of section 15 (10) or scction 17 (a).”
(c) substitution for thc words following upon paragrapl (b) of subscction (4) of the following words:
“If such mcdicine docs not contain any componcent the sale of which is prohibited by this Act
or any component in respect of which an application for certification and registration has been

r¢jected. and is not or has not been advertised: Provided that the active components of such
medicine appear in anothcr medicine which has been certificd and registered under this Act.”™

Amendment of section 15 of Act 101 of 1965 as amended

7. The following scction is hereby substituted for scction 15 of the principal Act:

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

(2) As soon as possible after receipt by him or her of any such application together wiih any

particulars and samples which accompanied the application, he or she shall inform the applicant in
writing that the application is being considered;”

(3) (a) If after consideration of auy sucl application and afier any investigation or enquiry which it may
consider necessary the Authority is satisfied that the product in guestion is suitable for the purpose
for which il is intended and complies with {he prescribed requirements and that the product is safe.
ol good quality and efficacious, it shall issue the applicant with a certificate to that effect.

(b) 1r the Authority is not so satisficd it shall cause the applicant to be notificd in writing of the
rcasons why it is not so satisficd and causc the applicant to be informed that he or she may within a
period of one month after the date of the notification furnish the Chiel Executive Officer with his or
her commenis on the Authority’s reasons for not being so satisfied.

(c)_If no such commmnents arc submitted by (he applicant within the said period, or if afier

consideration of any comments so subinitted the Authority is still not satisfied as aforesaid, it shall
nol issuc the certificate contemplated in paragrapl (a).

(4) _ (a) Afier the Authority has issued a certificate in respect of any product, the Chief Excculive Officer
shall in writing, notify the applicant of that fact and submit the application 1o the Minister for a dccision
on the registration of the product:

(b) 1l the Mimster is satisficd that 11 1s 1in 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 infonn the Authority accordingly and the Authority shall infonn
tlic applicant;

(¢) Iu determining whether it is in the public interest 1o register a product, the Minister shall take the
following into account in relation 1o the State:

(1) public licalth interests including national ¢cpideiniological trends;
(11) economic inicrests in rclation to health policics:

(ii1) whether the product 1s supportivc of national health policy and goals in the long term;

groups within socicty:

(v) the expericence of other countrics concerning the markeiing. distribution and use of the
product; and

(vi) gencrally whether the public would be best served by such registration.

(d) Veterinary medicings shall be regisicred by the Minister afier consuliation with the Minister of
Agriculture.

(e) The Authiority shall upon being informed of the Minister's decision o approve tlic 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 certificd and registered under such name as the Authority may approve.

(6) The Cluef Exccutive Officer shall allocate (o everv product certified or registered under this Acl 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 undcr this section, shall be valid for a period of five years and may be made
subject Lo such conditions as may with regard (o the succeceding 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 guestion by any
person other than a pharmacist is_prohibited or untit after thc applicant has in writing been notified by the Chief
Exccutive Officer or the Minister. as the case may be, that the imposition of such condition is contemplated and
invited to submit written representations to the Authority or the Minister, as the casc may be. in regard to the
matter.

(9) i no such represcntations are lodged by the applicant concerned within a period of onc month after the
receipt by him or her of any notification referred 10 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 thc Minister, 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 (o in subsection (3) of section 14 shall be given in the Gazetie by the Chief Executive Officer.

(11) The Chicf Excoutive Officcr shall as soon as possible aficr the date of cxpiry of the appropriatc period
referred 1o in section 14(3) publish in the Gazetie the prescribed particulars in respect of all applications for
certification and registration received by him or her prior to such date.”

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

8. The following scction is hereby substituted for scction 15A of the principal Act:
“Amendment of entrics in the register
(1) The entry madc in the register with respect to any product imay on application by the holder of
certification or certificate of registration 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 amendmeni of an entry in the register shall be inade (o the Chief Executive
Officer on the prescribed form and shall be accompanicd by the prescribed application fecs.

(3) The Chiel Executive Officer shall as soon as possible after the receipt of any such application
subinit the application to the Authority [or consideration.

(4) If the Authority or the Minister. as the case may be, grants approval in respect of any application
submntitted to 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 the
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 (he principal Act:

“Trausfer of certification or certificate 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 (o any other person.

(2) Application for approval of the transfer of certification or a certificate of registration shall be
made o the Chiel Execntive Officer on the prescribed form and shail be accompanied by the
certification or certificate of rcgistration in question and the prescribed application fees.

{3) The Chiel Exccutive Officer shall as soon as practicable afier the reccipt of any such application
submit the application (o the Authority for consideration.

“(4)__ Il the Authorily grants any application submitted (o it in (crms of subscction (3) the Chiel
Exccutive Officer shall make the necessary entries in tlie register relating to (he person to whoin
certification or (he certificaie of registration is transferred, cancel the existing certification or
certificate of registration and issuc a new one on the prescribed form (o such persou in respect of the
relevant product”™

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

9. Scction 15C of the principal Act is hercby 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 same
quality siandard and is intended to have the same proprictary name as that of another medicinc already
registered in the Republic. but which is imported by a person other than the person who is the holder of
certificatiou or thic registratiou certificate of the medicine alrcady registered and which originates from
any silc of manufacture of the original manufactirer as approved by the [council] Authority in the
prescribed manner, inay be imported:”

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

“ Cancellation of certification and registration

“(1) If the Authoritv-

(a)_1s of the opinion that any person has failed 1o comply with any condition subject 10 which any
product was certified or regisicred; or

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

(c) _in consultation with the Minislcr. is of the opinion that it is not in thie public intcrest that any
product shall be available to the public,

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

(2) Any such notice shall speeify the grounds on which the Authority’s opinion is based. and shall
indicate that the person 1o whom it is direcled may within one month after receipt thereof submit (o
the Chiefl Executive Officer any comments he may wish to put forward in connection with the
matier.
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(3) If no such comments arc so submitted. or if after consideration 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-

(b) in consultation with the Minister, cancel the registration thereof..

(4) If the person who is the holder of the centification or certificate of registration issued in respect of
any product fails 1o pay the prescribed annual fee in respect of the retention of the certification or
registration of that product before or on the presciibed date or such later date as the Chicf Exccutive
Officer may determine on application by that person, the Chiel 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

“Naotification or cancellation of certification or registration

17. The Chief Executive Officer shall give notice in the Gazelte of the certification or registration or
cancellation of the certification or the registraton of any product in terms of this Act.and shall in such
notice specify-

(2) 1n the casc of a certification or registration of any product, the namc 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 nunber allocated to it in terins of section 15 and the
conditions (if any) subject to which 1t is certified or registered;

(b) in the casc of a canccllation of the certification or registration of any product, the name under which
such product was certified or registered. the name of the holder of the certification or certificatc of

registration issued 1n respect of such product and the number which was allocated to it in lerms of
section 15.”

Amendment of section 18 of Act 101 of 1965 as amended
12. Scction 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 Jmedicine] 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 subscction (2) of the following subsection:

“(2) No person shall advertise any {medicine]j product or Scheduled substance for sale unless such
advertiscment complies with the prescribed requirements.”

{(c) substitution for subsection (3) of ihc following subsection:

“(3) The label referred (o in subsection (1) shall be approved by the [council} 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.”

(¢) substitution for subscction (3) of the following subscction:

“(3) The Minister may prescribe additional requirements for the labeliing of [medicines] products.”

Amendment of section 18A of Act 101 of 1065 as amended
13. The following section is hereby substitnied for section 18A of the Principal Act:
“Bonusing

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

Amendment of section 18B of Act 101 of 1965 as amended
14. The following scction is hereby substitinied for section 18B of the principal Act:

“Sampling of Products

(1) No person shall sample any product.

(2) For the purposcs of this section 'sample’ means the free supply of products by a manufactwer or
wholesaler or its agent (o a pharmacist, medical practitioner, dentist, veterinarian, practitioner, nurse 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 Staic and
quality control by inspectors.

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

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

“Marketing of products

18C. The Mimister may, after consultation with the relevant industries and other stakeholders, make
regulations relating (o the marketing of products and such regulations may also provide for Codes of
Practice for relevaut 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) substitition for the heading of the following heading:

“ Prohibition on sale of products which do not comply with prescribed reguircments and
furnishing of information regarding products to the Authority”
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(b) substitution for subscction (1) of the following subsection:
“(1) No person shall scll any [medicine] product unless it compltes with the prescribed requirements.
(¢) substitution for subscction (2) of the following subscction:
~(2) The [councilj Authority may by notice i writing requirc any person who manufactures or sclis
products or administcrs or prescribes any medicine or on whosc dircction any medicine is adininistered
to furnish it, within a period stipulated in such notice, with any information which such person has in
his possession or whiich such person is in a position to obtain regarding such medicine or product.”
(d) substitution for subscction (3) of the following subscction:
“(3) The jcouncil] Authority may, if so requested by any person to whoin a notice under subsection (2)
is addresscd, cxtend the period stipulated in such notice.™
Amendment of scction 20 of Act 101 of 1965 as amended
17. Scction 20 of the principal Act 1s hereby aniended by the-

(a) substitution of the hcading of the following heading:

“Publication or distribution of false advertisements concerning products”

(b) substitution for subsection (1) of the following subsection:
“(1) No person shall-

(a) publish or distributc or in any other manncr whatsocver bring to the notice of the public or
causc or permit to be published or distributed or to be so brought to the notice of the public any
false or misleading advertiscment concerning any {medicine] product; or

(b) in any advertiscment make any claim to the cffcct that the therapeutic cfficacy and cffect of
any [medicine] product is other than that statcd by the fcouncil] Authority in terms of sub-
paragraph (ii) of paragraph (a) of section twenty-iwo or state or suggest that any Jmedicine}
product should be used for a purpose or under circumstances or in a manser other than that
stated by the |council] Authority in terms of sub-paragraph (iii) or paragraph (a) of that
scction.”

(¢) substitution for subscction (2) of the following subscctiont:

*(2) it shall be a sufficient defence in any prosecution for an offence under paragraph (a) of
sub-scction (1) if it is proved to the satisfaction of the court that the accused, not being a
person sclling the fmedicine] product to which the false or misleading advertisement which is
the subject of the prosccution rclates, did not know, and could not rcasonably be expccted to
have known, that the advertisement was in any respect false or misleading, unless it is proved
that the accused failed on demand by the [registrar] Chief Executive Officer or an inspector or
a member of the South African Police to furnish the namc and address of the person at whosc
instance the advertiscment was published, distnbuted 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 sale of nncertificd or unregistered products for certain purposes™
(1) The Authority may in consultation with the Minister in writing authorizc any person to sell durning

a specified period to any specified person or institution a specificd quantity of any paricular product
which is not certified or registered.”

(2) Any product sold in pursuance of any authority granicd under sub-section (1) mav be uscd for
such purposes and in such manuer and during such period as the Authority may in writing
detcnning.”

anv authority granted in termns of sub-section (1) if effect is not given 1o anv delermination made 1
tcrins of sub-section (2).”

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

(1)  The Director-Gencral shall after consultation with the council The Chief Executive Officer
shall causc. in such manncr 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, phiarmacists and the person who applied for the
registration of such {medicinej product (o be informed-

(i) of the name and mnuber under which such jmedicine] product is certificd or
registered and the conditions, if any, subject to which such [medicine} product is certified or
registered:

(i1) of the therapentic cfficacy and cffect of such jmedicine] product;

(ii1) of the purpose for which. the circumstances under which and the manner in which
such fmedicine] product should be uscd: and

() regarding any other matter concerning such [medicine] produci which. in the opinion
of the Jcouncil] Chicf Exccutive Officer may be of valuc to them;

(b) as soon as practicablc afier the certification or registration of any jmedicine] product. other
than a vetcrinary medicine, has been cancelled in terins of section 16, medical practitioncrs,
dentists, pharinacists, the public in general and the holder of the certification or certificate of

registration issued in respect of such jmedicine] produci 10 be informed of (he canceliation 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 subscction (2) of (he following subsection:
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“(2) The Minister may, on the recommendation of the [council] 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 [registrar} Chief Exccutive Officer annuaily with the
prescribed information”

(¢) 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
Coungil as referred to in section 2 of the Pharmacy Act, 1974 (Act 53 of 1974), issue a permil to any
person or organisation performing, a health service, authorising such person or organisation to
acquire, possess, usc or supply any specified Schedulc 1, Schedule 2, Schedulc 3, Schedule 4 or
Schedulc 5 substance. and such permit shall be subject 1o such conditions as the Director-General
may determine.”

Amendment of section 22B of Act 101 of 1965 as amended
21. Scction 22B of the principal Act is hercby amended by the-
() substitution {or the heading of the following heading:

“Publication of information relating to products or Scheduled substance

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

“(1) Notwithstanding the provisions of scction 34 the [council] Authority may, il it deems it expedient
and in the public intercst, disclosc information in respect of the prescribing, dispensing. adininistration
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 Acl is hereby amended by the-
(a) substitution for paragraph (b) of subscction (1) of the following paragraph:

“(b) the fcouncii}j Authority may, on application in the prescribed manner and on payment of the
prescribed fcc, issue 10 a manufacturer, wholesaler or distributor of a [medicine or medical
device] product a licence to manufacture, act as a wholesaler of or distribute. as the case may be,
siuch fmedicine 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 1o 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 [Intexrim Pharmacy Council of South Africa] South African Pharmacy
Council.”

(c) substitution for subsection (3) of the following subsection:
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“(3) The Dircctor-General or the {council] Authority. as the case may be, may require an applican
contemplated in subsection (1) 1o furnish such information, in addition to any information furnished
by (he applicant in terms of the said subscclion. as the Dircclor-General or the feouncil] Authority
may deein necessary.”

(d) subsiitution for the words appcaring before paragraph (a) of the following words:

“(4) When the Dirccior-General or the jeouncil] Authority. as the casc may be, grants or refuses an
application for a licence-"

{¢) substitution for subscction (6) of the lollowing subscction:
“(6) No manulacurrer, wholcsaler or distributer referred o in subsection (1) (b) shall
manufacture, act as a wholesaler of or distribute, as the case may be, any [medicine or
medical device] product uniess he or she is the holder of a licence contcmplated in the said
subscclion.”
Amendment of section 22D of Act 101 of 1965 as amended
23. The following scction is hereby substituted for section 22D of the principal Act:
~22D. A licence issued under scction 22C shall be valid for (lic prescribed period but may be rencwed on
application in the prescribed manner and before the prescribed time or such later time as the Dircctor-
General or the feouncil] Authority, as the case may be, may allow and on payment of the prescribed fee.”
Amendment of section 22E of Act 101 of 1965as amended
24. Section 22E of the principal Act is hercby amended by (lie-
(a) substitution for paragraph (a) of subscction (1) ol the following paragraph:
“(a) has in or in conniection with an application for a licence or renewal of a licence furnished the
Dircctor-General or the fcouncil] Authority. as the case may be, with any information which to the
knowledge of such holder 1s untrue or misleading in any maicrial respect.”
{(b) substitution for the words following upon paragraph (d) of subscction (1) of the following words:
“the Dircctor-General or the jeouncif] Authority, as the casc may be, may by way of a notice in
wriling call upon hint or Iier to show cansc within the period specified in the notice, which period
shall not be less than 20 days as from the date of the noticc. why the licence in question should not be
suspended or revoked.

(¢) substitution for the words appcaring before paragraph (a) of subscction (2) of the following words:

“(2) The Dircctor-General or the [council] Authority, as the case may be, may after considering the
rcasons {urnished to hint or her in terins of subscction (1)-

(d) substitution for paragrapl (a) of subscction (2) of the following paragraph:

“(a) Suspend the licence in question for such period as he or she or the fcouncil] Authority
may deternunc: 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 amendced by the substitution for paragraph (c) of subsection (4)

of the following paragraph:

“(c) where thie 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 subscction:

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

(b) A wholcsaicr shall scii {medicines] products only into the retail scctor.

(2) Subsection (1) shall not be construed as preventing tire rcturn of [medicines] products for

credit purposes only, to the inanufacturer or wholesaler from which that [medicine] was initially
obtained.”

Amcndment of section 23 of Act 101 of 1965 as amended
27. Section 23 of the principal Act is hereby atncnded by the-
{a) substitution for the heading of the following hcading:

“Disposal of undesirable products”

(b) substitution for thc words appcaring bcfore paragraph (a) of subscction (1) of the following words:

*(1) If the Jeouncil] Authority is of the opinion that it is not in the public intercst that any jmedicine)
product shall be imade available to the public, it may-"

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

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

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

*(2) The [council] Authority may by notice in writing dircct any manufacturer or importer of any
such [medicine} product who has in his possession any quantity thereof (including any quantity
returned, delivered or sent 10 him in pursuance of a direction under sub-scction (1)), or any other
person to whom any quantity of such [medicine] product has been so returned, delivered or sent, to
dcal with or disposc of that quantity in such manner as the [council] Authority may determinc.”

(¢) substitution for subsecction (3) of the following subsection:
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“(3) No person shall scll any jmedicine] 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 hereby amended by the-
(a) substitution for the heading of the following hcading:

“Appeal against decision of Director-Generat or Authority”

(b) subsiitution for subscction (1) of the following subscction:
(1) Any person aggricved by a decision 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

fec. appeal against such decision to an appeal committec appointed by the Minister for the purposes
of the appcal concerned.”

(¢) substitution for subscction (3) of the following subsection:
~(3) The appcal commilice may alicr hearing the appcat-

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

(b) dircct the Dircclor-General jor the council, as the case may be,] (o exccuie the decision of
the appeal commiltec.”

(d) substitution for subsection (4) of the following subsection:

“(4) The decision of the appcal commitiee shall be in writing and a copy thereof shall be furnished (o
the appellant as well as to the Dircctor-General Jor the council, as the case may be).”

Insertion of section 24A
29. The principal Act 1s hercby amended by the inscrtion after scction 24 of the following scction:

“Appeal Against Decision of Authority

24A. (1) Any person aggrieved by the decision of (he Authority may appcal against such decision by
notifving the Chicf Exccutive Officer withun 30 days of becoming awarce 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 mect with the appeliant within 30 days of

being so notified in the abscnce of legal represcntatives to try and have the matter resolved especially if
the appcal involves administrative matters.

(3) Should the Chief Executive Oflicer and the appellant fail to resolve the matter as contemplated
1in subsection (2). the appellant shall within 30 days of being notified by the Chief Executive
Officer of the failure o resolve the matter and upon payment of a prescribed fee, request the
Chicf Exccutive Officer in writing 10 convenc an appcal commitice.
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(4) The appeal committce contemplated in subsection (3) shall-

(a) comprisc the chairperson who shall have knowledge of the law and four other persons who
shall have knowledgc of the subject matter of appeal. two of thcm nominated by (he
appellant and the other two by the Chief Executive Officer: and

(b) conduct the appeal hcaring 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 commiliee mnay approach the High Court for a
judicial review and thc High Court may confirin or sct aside the decision of the appeal commiitiee.

(6) 1u sctting aside the decision of the appeal Committee, the High Court cannot substitulc its decision
for that of the appecal cominittec but can refer the matter back to the appcal comnmittee for g final decision

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

“ Privileges of Authority and committees

25. The Authorily, persons contracted by the Authority 10 perforin work for the Autliority, commitlees

appointcd in terms of this Act or its mcmbers are not be iable in respect of anything done in good faith
under this Act.”

Amendment of section 26 of Act 101 of 19635 as amended

31.  Scciion 20 of the principal Act is hicreby amended by the-

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

“(1) The [Director-General} Chief Execuiive Officer may authorize such persons as
inspectors, as lic inay consider necessary for the proper enforcement of this Act.”

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

*“(2) Every inspector shall be furnished with a certificate signed by the [Director-Generat]
Chicf Executive Officer and stating that he has been authorized as an inspector nnder his Act.”

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

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

producc and cxhibit to any person affected [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 scction is liereby substituted for scction 27 of the Act:

“27. | The Director-General] Chicf Exccutive Officer may grant such authority to such analysts,
pharmacologists and pathologists as he may consider necessary for the proper enforcement of this Act”™

e
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Amendment of section 28 of Act 101 of 1965 as amended
33, Scction 28 of the pnncipal Act 1s hereby amended by the-
(a) substitution for subparagraph (i) of subsection (1) of the following subparagraph:

(1) any placc or premises froin which a person anthorised under this Act to compound and
dispense medicines or Sclicduled substances. handles products or from which the holder of a
licence as contemplated in section 22C (1) (b) conducts business: or”

(b) substtntion for paragraph (b) of snbsection (1) of the following paragraph:

(b) inspcet any |medicine] product or Scheduled substance, or any book, record or document found in
or upon such premiscs, place, vehicle, vessel or aircrafi:

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

“(¢) scize any such fmedicine] product or Scheduled substance, or any books, records or documents
found in or upon such premises. placc. vehicle, vessel or aircraft and appearing to afford evidence of a
contravention of any provision of this Act.”

(d) snbstitution for paragraph (d) of subscction (1) of the following paragraph:

“(d) takc so many samples of any such {medicine] product or Scheduled substance as he may consider
nccessary for the purpose of testing, examination or analysis in termns of the provisions of this Act.”

(c) substitntion for subscction (2) of the {ollowing subscction:

“(2) Any sample taken in terms of paragraph (d) of subsection (1) shall be taken in accordance with the
prescribed nethods 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 abscent for any reason, in the presence of any
other witness. shall forthwith be packed and scaled and suitably labelled or marked in such manner as its
naturc may permit and shall then be transmitted (o an analyst, pharmacologist or pathologist together with
a certificate in the prescribed form signed by such inspector and a copy of the aforesaid certificate shall be
handed or transmitted by rcgistered post to the owner or scller of such [medicine] product or Scheduled
substance or his agent.”

(D) substitution for subscction (4) of the following subscction:

claim from the {Director-Generai] the Authority an amount cqual (o the market value thercof.

(4) The owner of the {medicine] product or Scheduled substance from which the sample was taken may

Amendment of section 29 of Act 101 of 10065 as amended
34. Scction 29 of the principal Act is hercby amended by the-
{a) substitution in paragraph (h) of the words appcaring before subparagraph (i) of the following words:

“(Ir) makes any falsc or mislcading stateincnt in conncction with any jmedicine} product or Scheduled
substlance-

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

Amendment of section 30 of Act 101 of 1965 as amended

35 Section 30 of the principal Act 1s hercby amended by the-

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

“(2) The court convicting any person of an offerice under this Act may. upon the application of the
prosccutor. declare any [medicine| product or Scheduled substance in respect of which the offence has
becn committed (o be forfeited to the Siate.”

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

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

Amendment of section 31 of Act 101 of 1965 as amended
36. Scction 31 of the principat Act is hercby amended by the-
(a) substitution for paragraph (a) ol subsection (1) of the following paragraph:
* {a) any quantity of a {medicine] producl or Schieduled substance in or upon any preiniscs,
placc, vehicle. vessel or aircraft al the time a sample thereof is taken pursuant to the provisions
of this Act shall. unless the contrary is proved. be dcemed to posscss the same properties as
such sample.”
(b) substitution for paragraph (d) of the following paragraph:
“(d) any statement or enlry contained inany book, rccord or document kept by any owner of a
|medicine] product or Scheduled substance, or by (he manager, agent or employee of such owner
or found upon or in any precmises occupied by, or any vehicle used in the business of, such owncr.
shall bc admissible in evidence against him as an admission of the facts set forth in that Statement
or cntry. uniess it is proved that (hat stalcient or catry was not made by such owner, or by any
manager, agent or cmployce of snch owner in the course 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-

() subsutution for the hcadng of the followmg 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 fcouncit] Authority shall consist of-"
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(c) substitution for paragraph (¢) of subsection { 1) of the following paragraph:
*“(¢) money accruing o the [council] Authority from any other source.”

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

the {council,} Authority provided no condition is attached o such donation or bequest:

(b) Details of any such donatiou or bequest shall be specified in the relevant annual report of
the {council] Authority.”

(¢) substitution for subscction (3) of the following subscction:

“(3) The |council] Authority shall utilisc its funds for the defrayal of expenses incurrcd by the

() substitution for subsection (4) of the following subscction:
“(4) The jcouncil] 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 mongey referred to in
subsections (1) and (2).”

(g) substitution lor subsection (5) of the following subscction:
~(5) The |councit] Authority shall keep full and proper records of all money received or expended,
of its asscts and liabilitics and of its inancial (ransactions.”
(h) substitution for subscction (7) of the following subscction:

“(7) The jeouncil] Authoriiy inay invest money which is deposited in ierms of subsection (4) and
which is not required for immediatc usc in any anncr as it may deem fit.”

(1) substitution for subsection (8) of the following subscction:
“(8) Any moncy which at the close of the Jcouncil's] Authority’s financial vear stands to the credit
of the [council] Authority in the account referred to in subscction (4) and moncy which has been
invesied in terms of subscction (7)., shall be carried forward (o the next financial year as a credit i the
account of the [council] Authority.”
Amendment of section 34A of Act 101 of 1965 as amended
18. Scclicn 34 A of the principal Act 1s hercby amended by the addition of the following subsection:
“(3) The Chiel Executive Qfficer may in writing authorize any stafl member of the Authority (0 cxercise

or perform in general or in a particular case or in cascs of a particular nature. any power, duty or function
confcrred or imposcd on the Chicl Exccutive Officer in terins of this Act.”

Amendment of section 35 of Act 101 of 1965 as amendced

39. Scetion 35 of the principal Act is hicreby ainended by thie-
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(21) substitution for the words appearing before subparagraph (i) of subsection (1) of the following
words:

“(1) The Minister may. in consultation with the {couneil] Authority, make regulations-"
(b) dclction of subparagraph (xini)
(¢) substitution for subparagraph (xxxi) of the following subparagraph:

“(xxxi) prescribing the fec (o 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 [or medical device}, the fee (o be paid annually to
tlie [registrar] Authority in respect of the retention of the certification or the registration of a

jmedicine] product or, Scheduled substance Jor medical device] and the date on which such
annual fce shall be paid;”

(d) substitution for subparagraph (xxxit1) of subsection (1) of the following subparagraph:
““(xxxiii) relating to appeals against decisions of the Director-General or the Jeouncil] Anthority:
(c) substitntion for subparagraph (xxxvii) of the following subparagraph:
“(xxxvil) relating to the scicntific, pharmaceutical, clinical and other skills required by jmember

of the council or by a member of the exceeutive committee of the council] members of staff of

the Authority to evaluate the [quality, efficacy and safety] the certification of [medicines]
products;”

(P inscrtion of the following subparagraphs afier subparagraph (xxxix), the existing subparagraphs (x1)
and (xh) becoming subparagraphs (xliv) and (xIv) respectively:

“(xI) relating to products in respect of matters contemplated in subparagraphs (11) up to and
including subparagraph (xi); subparagraphs (xxiii); (xxiv); (xxxii); (xxxiv) and (xxxviil);

(xli) relating to certification of products in respect of matters contemplated in subparagraphs (i),
(i) (iv): (v); (vi); (xii): (xxvi) and xxxii);

(xi) relating to the control of products:

{xliii relating to the liccnsing for possessing or using certain products;”

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

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

(h) substitution for subsection (5) of the following subsection:

“ (5) Regulations made under subsection (1)(x1) may prescribe that any {medicine] product or
any component thercof shall comply with the requirements set out in any publication which in
the opinion of the {council] Authority 1s generally recognized as authoritative.”

{1) substitution for subscction (0) of the following subscction:

“(6) Regulations inay be made under this section in respect of particular fmedicines] products or
Scheduled substances or classes or categorics of fmedicines] products or Scheduled substances
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or in respect of jmedicines] products or Scheduled substances other than particular classes or
calcgorics of [medicines| products or Scheduled substances. and different regulations may be so
wade in respect of different jmedicines] products or Scheduled substances or different classes or
categories of fmedicines] products or Scheduled substances.”™

(3) substitution for subsection (8) of the following snbscction:

“(8) Notwithstanding the provisions of subsection (1), the Mimster may. if he or she decms 1t 10
be in (he public interest. after consultation with the jexecutive committec appointed under
section 9,] Authority make rcgulations relating to any matter referred to in subsection (1) or (o
amend or repeal any regnlation made in terms of that subscction.

Amendment of section 36 of Act 101 of 1965 as amended

40. The following section is hercby substituted for section 36 of the principal Act:
“36. The Minister may, on the junanimous| recommendation of the fmembers present at any mecting

of the council] Authority, by notice in the Gazelie exclude, subject 1o such conditions as he may
detcrming, any jmedicine] product from the operation of any or all of the provisions of this Act. and may

in likc manner amend or withdraw any such notice.”

Amcendment of section 37A of Act 101 of 1965 as amended
41. The following section is hereby substituted for section 37A of the principal Acl:

“37A. Notwithstanding (he provisions of scction 35 (2), the Mimster nury. on the recommendation of
the [council] Authority. from time (o time by notice in the Gazetie amend any Schedule prescribed
under section 22 A (2) by the inclusion thereint or the deletion therefrom of any medicine or other

substance. or in any other manner.

Transitional measures

42, (1) Mcdicines and medical devices that are registered at the date of conmmencement of this Amendment
Act shall be deemned to be certified and regisicred in terms of the Act and the Chief Executive Officer

shall enter them in the relevant register.

(2) The Mcdicines Control Council shall ccase 1o exist the day before this Amendment Act is brought

INto operation.

Short titic and commencement

43. Tiis Act is called the Mcdicines and Related Substances Amendment Act. 2008 and comes into operation on

a datc fixcd by the President by proclamation in the Gazelic,
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EXPLANATORY MEMORANDUM ON THE OBJECTS OF THE MEDICINES

AND RELATED SUBSTANCES AMENDMENT BILL, 2008
PURPOSE OF THE BILL

The purpose of the Bili 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.

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.

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 estabiished by the Authonty, the application is then
forwarded to the Minister for consideration whether the registration of
the particular medicine of product will be in the pubiic 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,

44 Clause 5 provides that the CEQO shall keep registers for ali 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 resolve 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 conseguential 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 calculétions 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.





