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No. 61 1 

DEPARTMENT OF HEALTH 
2 June 2008 

IWBLICATION OF RILLS IN TERMS OF PARLIAMENTARY RULES ( N A  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 

~~&<- ie i  
DR ME TSHABALALA-MSIMANG 

MINISTER OF HEALTH 
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1 

GENERAL EXPLANATORY NOTE: 

I I words 111 bold typc in squarc brackcts mdicatc onusslons from lhc 
cslsting cnactmcnls 

. . .  words ~mdcrlined with a solid linc i~rdicatc inscrlions in csisling en;~ct~r~enls 

'I'o amend the Medicines and Related ~ubsta6ccs Act, 1965, so as fo provicle for the establishment of the 
South African Hcalth Products Reguli~torg Authority; for thc ccrtifici~tion ilnd registration of products 
which include medicines, medical deviccs and certain foodstuffs and cosmetics, for the contro! of 
Schecluled substances; and matters incidental thereto. 

BE IT ENACTED by thc Parl~a~ncnt of lhc Rcpubl~c of Soul11 Afr~ca. as follows - 

Amendment of section 1 of Act 101 of 1965 21s amcndcd by scction 1 of Act 65 of 1974, scction 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 1900, section 1 of Act 00 oi' 1997 anci scciioii 1 of Act 17 of 1979. 

1. Scction 1 of the Mcdicir~cs and Rclatcd Substances Act 10 1 of I905 (licrcinaftcr rcfcrrcd lo as tlrc 
principal Act) is liercby amcndcd by thc- 

(a) subst~tut~on. 111 Ihc dcfin~llon of advcrt~scmcnl. for l l~c words appcanng bcforc para~~apl i  (a) of thc 
follow~ng words 

' advcrt~scmcnt', III rclat~on to any lmedicincl product or Scl~cdulcd subst;mcc. nmns any wrlttcn 
p~ctor~al. v~sual or olhcr descnphvc Inattcr or vcrbal statcincnt or refcrence-" 

(b) subst~tut~on, In Uic defin~t~on ofadvcrl~semcnl. of tllc words Pollowrng upon para@-dph (c) of 1l1e 
followng words 

"which 1s ultendcd to promote tlie sale of that (medicine] product or Schcduled substance. arid 
'advcrhsc' has a corrcspondmg ~ncanmg," 

(c) I I I S C I ~ I ~ I ~  aftcr thc dcfia~t~on of 'approlcd namc" of tlic follow~ng dcfin~hon 

"Aulhority" n u n s  tlie South African Hcaltl~ Products Rcgulatov Authority eslablished in tenns of 
scction 2 of this Acl": 

(d) rnscrtlon aficr llic dclin~tio~i of "cert~ficatc ol rcg~strat~on" of lhc followmg dcfinlt~ons 

" " ccrl~fical~on" ~ncuis  ccfl~lication b~ thc Authontv that a product 1s safc. of good q ~ i i l i t ~  and 
efficacious in relat~on to its eflect on liurnan or anilrlal 1ieaIU1. as the case may bc": 

"cosmctlc" mca~is a cosmetlc asdefincd In tcrnls of lhc Foodstuffs. Cosmehcs and D ~ s ~ n P c c l : r n t ~  
1972 (Act NO 54 of 1972 in rcspccl o f v i l ~ _ c d ~ c ~ n a l  cl:u~ns arc made 

(c) dclction of llic dcfindion of "council". 

if) insc111on ancr the definition of "cxport" of thc follou~ng dcfin~t~on 
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"foodstuff' incans a foodstuff as dcfined in ~ i c  Foodstuffs, Cosriietics and Disinfectants Act, 1972 in 
~&pcct of which medicinal claims arc madc.." 

(0 iaseriion of the following definition after the definition of "prescribcd": 

""product" includes a mcdicinc. cosmctic: rncdicad dcvicc or a foodstufr." 

(11) thc dclelion of subsection (3) 

(i) substitrrt~on for sribsection (4) of thc rollqw~ng subsecthi: 

"(4) lntcrnatlonal kndcring for (medicines] products sliall be allowed in Uie prescribcd inanncr and on 
thc prescribed conditions" 

Substitution of scction 2 of Act 101 of 1965, as amended 

2. Tllc followings scct~on 1s hereby substituted for section 2 of the principal Act: 

2. - -- 11) Thc Sonth Afncan Hcalth Products Re~ulatory Authority (thc Authority) is hcrcby 
cstablislicd 

l 2 )  Thc Autlioritv is- 

(a) a s t i c  pcrson; 
(b) subicct to the Public Finance Managcmcnt AcL 1999 (Act No. 1 of 1999); and 
(c) ~ccountable to and reporis to thc I\,fiiiister, 

-1ic Authoritv nlav exercise die powers and shall perrorm the functions conferred upon or 
assimed to i t  by this Act." 

Substitution of section 3 of 101 of 1765 as amcndcd 

3 Thc following scction is hcrcbv substituted for sectlon 3 of thc principal Act 

"Chief Executive Officer and Other Stuff of  Authority 

3 ( 1  ) The Mmstcr must aupomt a su~tably qualified pcrson as thc Chef Ewecutlvc Officer of thc 
AuUiontv 

12) Thc Clucf Exccutivc Officcr- 

(;I) is appointed Tor a ten11 01 five vcars and may be reappointed for one additional 
tcrm 01 live vears; 

ibi is appointed subject to ihe ccinclusion o fa  perfomlance agreement with the 
Minister: 

(c) is accountable to and re~or ts  to thc Minister: 
(d) is entitled to the benefits as  mav be deternined bv t1tqMilister in consultation 

with thc Mnistcr for Public Scnlcc and Administration: 
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i d  is responsible for the general administration of the Auulority and for the c a m  
out of anv fimctions assigncd to thc Authoritv by this Act and tllc Ministcr, 

i 9 niust ~nanagc and dircct Ule activitics of the Authoritv: 
is)  nlust appoint and supel-V~SC UIC Authority's staK and 
(11) must compile business and financial plans and reports in tgms of Act 1 of 1999. 

(3) Thc Chicf Exccutivc Officer sl~i~ll  appoinl suitabll. qualified staff illid- may conlract other suitably 

qualified pcrsons to assist the Authority in carrving out its functions. 

@I) Tllc Minister, after consultation with the M~nislcr for thc Public Servicc and Administration sllall 

dctcrn~inc t l~c ~ I I I I I ~ L I I  resources policy for t l ~ c  A~~tl~orilv a~~dsuc l j  policv shall includc a code of 

conduct applicable to the Chief Exccutivc Officer and staff of thc Authority. 

( 5 )  Thc Authority m y  utilise pcrsons seconded o r  tfi~nsfcrrcd from tllc public servicc and such tmmfcr 

must be in accordance wthtlle Labour Relations Act, 1495 (Act No. 66 of 1995). 

( 6 )  Thc Clicf Esccut~vc Ofliccr and thc staff of thc Authority bccorne ~ ~ l c n ~ b e r s  of the Coveru~nea 

Emplovecs' Pcnsion Fund contcml~latcd in scctlon 2 of thc Govcrnn~ent Emplovecs Pcnsion Law, 

1996 (Procknnat~on No. 2 1 of 19%) 

(7) T l c  Clicf Esccutivc Officcr may, subicct to thc approval of thc Milustcr. appoint committccs :~sf i  
may dccm ncccssilry. to investi~atc and rcpofl to it on an); matter within tllc purview of thc Authority in 
ms of this Act. 

Repeal of sections 4 ,5 ,0 ,7 ,8 ,9  and 12 of Act 101 of 1965. 

4 Scctlons 4, 5. 6. 7, 8. 9 and 12 of thc pnnc~pai Act arc hereb) rcpealed 

Amendment of section 13 of Act 101 of 1965 us amended 

5 Thc Following scction IS hcrcby substituted For scct~on 13 of thc pnncipal Act 

" Registers 

13. Thc Chicf Esccutivc Oflicer shall kecp scparalc rc~istcrs for products. in which hc or she s l d l  record -- 
products' ccrtification by the Authority and renistralion as approved bv the Minister, and in which he or 
she shall cnter all such particulars in r c~ard  to such produccs and thc holdcr OF ccrtification or ccrtificatc 
of rcnistntion in rcspcct of such products as arc rcquircd by this Act to bc entered thcrcin." 

Amendment of section 14 of Act 101 of 9965 as amended 

0. Section 14 of thc pnncipal Act is hcrcby a~ncndcd by the- 

(a) subst~tut~on for tllc hcadlng of scct~on 14 of the follo~v~ng hcadlng 
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"Prohibition on the sale of products which are subject to ccrtification or refistration and are 
not certified or registered"; 

(b) substitution for subscction ( 1 )  of thc following subsection. 

" ( I )  Save as plavidcd in tlus scclion 01 scctions 2 1 and 22A. no person shall sell any [medicine,] 
product which is subjcct to ccrtification and registration by virtue of a [resolution] notice 
pi~blishcd in tcrlns or subsection (2) unlcss it is ccrtificd and rcgisrered. 

(c) substitution for subscction (2) of thc fol loxi~~g subscctiorl 

"(2) (a) Thc [council1 Authority may,f+om time to tinie by [resoiution approved by] notice. with 
thc approval of tlic Minister, dctcrnlinc that a mcdicinc or class or category of medicines or 
part of any class or calcgory of medicines; a cosmnctic, medical device or foodstuff rncntioned 
111 thc (resolution] noticc shall be subjcct to ccrtification and rcgistration in tcrms of this Act. 

(b) Any such Iresolution] noticc may also rclatc only to (medicines,] products which werc 
ava~lablc for sale in the Republic im~nediatcly prior to the date on which it comes into 
operation in terms of paragraph (c) or only to Irnedicines] pmducts which were not then so 
available. 

(c) Any such Iresolutionl notice shall be publishcd in thc Gazcttc by the [registrar] 
Executive Off~cer and shall come into opcration on the datc on which it is so published." 

(d) Substitution for subscciion (3) of the following subscction- 

"(7) In Ihc casc ofa  [medicine,] producl wl~icli was availablc for salc in the Rcpublic immcdiatclj 
prior to the date of publication in thc Gazette of thc lresolutionl notice by virtue of which it is subject 
to ccrtification and rcgistrdtion in tcnns of this Act. thc provisions of subscction ( I )  shall colnc into 
operation- 

(a) if no application for h e  ccrtification and registration of such [medicine] product is madc 
within thc period of six months inlmcdiatcly succeeding that datc, on the expiration of that period; 
or 

(b) if Lhc application for thc certification a ~ d  regislration of such [medicine,] product is madc 
within the said period. on thc date onc month aficr thc date on which a notice in respect of such 
[medicine] product, is publishcd in lhc Gazcttc in tcnns of section 15 ( 10) or scction 17 (a)." 

(c) substitution for thc words following upon paragrap11 (b) of subscction (4) of the following words: 

"if such mcdicine docs not contain any colnponcnt thc salc of which is prohibited by this Act 
or any coinponcnt in rcspcct of which an application for ccrtilication and registration has bcen 
rcjectcd, and is not or has not bccn advcrtiscd: Providcd Lhat tlic activc components of such 
mcdicinc appcar in anothcr medicinc which has bccn ccrtificd and registcrcd under this Act." 

Amendment of section 15 of Act 101 of 1965 as amended 

7. 'l'he following scction is hcrcby subst~tuted for scction 15 of the principal Act: 

"Certification and Re&ration of nroducts 
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I5 ( 1) Every applicabon for thc ccrt~ficabon and renistrat~on of a product shall be submined to the Chler 
G c u t i v e  Officer in the prescribed form and shall be accompanied by thc  res scribed particulars and 
samples of the rclevant products and by the prescribed cedication or reg~stration rec 

(2) As soon as possiblc afkr  receipt by hinl or her of any such application together with any 
p;uticulars and samples which accompanied the application. he or shc sllall inform the applicant ill 
w-ding tllilt the applici~tion is b c i ~ ~  consid~ed:" 

(3).ia) If after considcr:llion of a m  su1c11 application and after any investigation or euquiry ~111ic11 it 111a4 
considcr nccessaQr the Authority is satisfied that t l~c  product in question is suitable for the purpose 
for which it is intended and comglies with thc prescribed requirements and that the groduct is sak. 
o l  good quality and C ~ ~ ~ C ~ I C I O U S ,  it sl~all issue the apulicanl with a certificate to that effect. 

(b) lr Lhc Authority is not so satisficd it shall causc thc applicant to bc notified in writin,: of thc 
rcasons why it is not so satisficd and causc thc applicant to bc inforrncd that hc or shc may within a 
period of one month after the date of the notification furnish the Chief Executive Oficer with his or 
hcr colnments on the Authority's rcasons for uot beinkso satisfied.. 

(c) lf no such colnulents arc submitted by t hc applicant within the said period, or ifalier 
consideration of any colnlnenls so submitted the Authority is still not satisfied as aforesaid, it shall 
not issuc thc certificate contemplated in p C a x x ~ n p ~ ~  

(4) (a) Aficr tlic Authority has issued a ccrtificatc in rcspect of any product, tllc Chief Executive Officer 
shall in writing, notify thc applicant of that fact and submit thc application to the Minister for a d c m  
on thc rcgistmtion of thc product: 

I! thc Minislcr is sa1Lisficd t11;it it is in thc public intcrcst to rcgistcr such a product, thc Ministcr shall 
approvc of thc registration of such product and ifWMinistcr is not so satisfied, she or he will n@ 
m r o v c  of the rc&tration and sliall infonn the Authoritv accordingly and the Authority shall in for^ 
t l~c  nppl~cant: 

In determining whetlier it is in tlic public interest to rcgistcr a product. thc Minister sliall take the 
f a w i n g  into account in relation to the Stale: 

(1) public l~calt l~ intcrcsts includinp national cpidclniological t r c n d ~  
(ii) cconomic intcrests in rclation to health policics: 
[iii) whcther the producl is supportivc of national health policy and goals in thc long term: 
(iv) whether tlic product is likc11: to ~ i g n i f i ~ i ~ n t l ~  improve acccsgrohe;IIth carc for vulnerable 
groups within socicty: 
(v) the cxpcricncc of 0 t h  countrics conccn~ing t l~c  markcling, distribution and use of the 
product: illid 
p i )  ,:enct-,~lly whcthcr Llic ~ub l i c  would bc bcst scrvcd bv such registration. 

Vclcnnary mcdlc~ncs shall bc rcmstcrcd by the M~msLcr a f t ~ r  consultat~on wth thc Mln~slcr of 
Agriculture 

(c) Thc Autl~ority shall upon bcinc, inforrncd of thc Ministcr's dccision to ilpurove t l~c  rcfistration, record 
such registration in the rclevant rcgistcr and issue Ilxc applicanl with a certification and the certificate of 
registration. 

m y v e r v  product sl~all bc ccrlificd and rcgistcrcd under such namc ils tllc Authority nlay approvc. 

QjJ Thc Clucf Exccut~vc Orliccr sl~all allociltc to cvcrv product cemficd or re~lstered under t h s  Act a 
cert~fication or rcg~stri~tion numbcr wluch shall bc recorded in the registcr opposite the namc of such product and 
whlch shall bc statcd in the certificabon or ccrlificate of regtstrahon Issued In respec1 of sucll product 
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(7) Anv cemfication or registration undcr tlus section, shall be valid for a penod of five years and may be made 
subiect lo such conditions as may with regard to the succeeding prousions of this se&io_n bc determined bv the 
Authority or the Minister respecIiv& -- 

( 8 )  No condition sllall bc irnposed under subsection (7) wherebv the sale of the medicine in question by any 
person otller llan a pharmacist is prohibited or until after thc applicant has in writing been notified by the Chief 
Exccutivc Officcr or thc Minister, as the casc mav bc. that thc imwsition of such condition is conternplatcd and 
invited to submit written representations to the Authorihl or thc Minister. as the casc may be, in regard to tllc 
matter. 

(9) If no such rcprcscnt&oas are lodged by thc applicant conccrncd within a pcriod of onc month after t l~c  
rcccipl bv him or her of any notdkation rcferred to i n  subsectiou (8), or if after consideration of any such 
represenlations tlic Authority or thc Minister, as thc case rrlav be. is still of the opinion that the condition in 
question should be imposed, the Authority or thc Minister, as thc case may be, shall certifi or re~ister the 
product concerned subicct to thc said condition. 

(10) Nolicc of thc rejection of an application for ccrtification or registration undcr this section in respect of a 
product referred to in subsection (3) of section 14 shall bc mvcn in the Gazette by the Chief Executive Officer. 

( I  1 )  T l ~ c  Chicf Exccutivc Officcr shall as soon as possible aiicr tlrc datc of cspiry of thc appropriate pcriod 
referred to in section 14(3) publish in the Gazette the p~scr ibed  particulars in rcspect of all applications for 
ccrtification and registration rcceived by him or hcr prior to such date." 

Amcndmcnt of scction 1SA of Act 101 of 1965 as arncndcd 

8 Thc following scction is hcrcby subst~tutcd for sccllon 15A of t l~c  principal Act' 

"Amendment of entries in the register 

(1) The entry made in the register with respect to any product may on application by the holder of 
certification or ccrtificatc of registration issued in respect of such product. be arncnded by the Chicf 
Excculive Oficer and with thc approval of the Ministerir such amendment relatcs to tlle registration of 
the producl. 

12) Applicat~on for the amendment of an entw in thc register shall bc made to the Chief Executive 
Officcr on thc prcscribcd form and sllall bc accompanied by thc prcscnbcd application fccs. 

C3) Thc Cluef Executive Officer shall as soon as possible afier the receipt of any such application 
submit the application to llie Authoritv for con$deration. 

i4) lf the AuthoriKor thc Minister. as the case mav be. grants approval in respect of anv apvlication 
submitted to it in terms of subsection (3) the Chief Executivc Officer shall make the re~uired 
aniendnients in the register and. if ilecessaw. cancel the existing certification or registration in respect 
of such product and issuc a ncw certification or ccrlilicatc of rcgistmtionon tllc vrescribed form to Lhc 
applicant in respect of such product." 

Amendmcnt of scction 15B of' Act 101 of 1965 as amcnded 

9. T t ~ c  following scction is hcrcby subslitutcd for scction 15E of t l~c  principal Act: 

"Tt-ausfer of ccrtificatio~l or ccrtificatc of I-egistration 
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" (1 )  Certification or certificate of registration may- with the approval of the Autliority be transferred 
by the holder thereof to anv other person. 

(_2) Applicalion Tor approval of ~ h c  lransfer ~Tcerrificarion or a ccrcificarc ofrerlistration shall be 
~nade lo the Chief Executive Officer on the  res scribed form and shall be accompanied by the 
ccrtificalion ~nxgcrtificatc of rcfiislration in question and thc prcscribcd applical~on fccs. 

( 3 )  The Chicf Ekcculivc Officcr shall 21s so011 as practicable after 1 1 ~  rcccipl of am1 SIICIL app1ici1IIon 
submit the application to the Autl~oritv for consideralion. 

"(4) I f t k  Authority gn~nts ;my xpplication subrnitlcd lo if i n  tcr~iis of subsection (3 )  UIC Chief 
Esccutivc Officcr slrall makc tlic nccessary_entries in the_ register rclating to lJic person to wlion! 
I - i f i a t i o ~ ~  or I f i t  of r s t r a t o ~  is i ~ d .  I C  1 cxislin~ ccrtilicaliong~ 
ccrtificalc of rcgistration and issue a new one or1 the prcscribcd for111 to such person in respccl ol'lhlc 
rclevanl producl'l 

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

9 Scct~on 15C of Ihc pr~nc~pal Act IS Iicrcb~ amended b? thc subsl~tuuon for paragraph (b) of thc follow~ng 
p;irapph 

"(b) prescribe lhc conditions on which any medicine which is idenlical in composition. meets thc aunc 
quality standard and is intcndcd to have lhc sanx proprietary name as that of another medicinc already 
rcgislcred in the Republic. but wl~ich is in~portcd by a persou other than thc person who is the holdcr of 
ccrtilication or t l~c  rcgislratiou cerlilicatc of thc medicine alrcady rcgistercd and wl~ich orignalcs from 
any sitc of ~nanufact urc of the original nlannfaclnrer as approved by lhe lcouncilj Authority in the 
prescribed m:inncr, may bc imporkd:" 

Amendment of section 16 of Act 1 0 1  of 1965 ;u amended 

10.  T l ~ c  following scclion is hercby substituted for scctioi~ 10 of thc principal Acl: 

" Cancellation of certification and registration 

'''1 L!) lf tllc Author* 

&is of the opinion lhal any person 11as failed lo comply wilh any condition subicct to which any 
product was certified or rcsjstcred: or 

is of rhc opinion thal any product docs nol cornph w l l ~  any prescribed rcquircrncnt: or 

(c) in comultatio~~ with the Minislcr. is of lhc opir~ion Ihal il is not in Ihc public interest that my 
product shall bc available to Ihc public. 

1l1c Aull~orilv shail cause nolicc in writing to be ~livcn accordingly bv the Chief Exccutivc Oficcr 
lo tlic holdcr of tlic certification or certificate of re&talion issued in respect of that product. 

12) Any such tloticc shall spccify the mounds on which the Authority's opinion is bascd, and shall 
indicate that thc person to whom ic is direcled rnav within one month after receipt thereof subnut to -- 

the Chief Executive Off~ccr anv comments he  may wish to put forward in connection with the 
matter. 
-- 
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(3) If no such coninicnts arc so submitted. or i f  aftcr consideration of any cornmcnts so submitlcd thc 
A l e  
cancelled. thc Authority may- 

(a) cancel lhe ccrl&catioii Li~ercof and 
(b) in consultation with the Minister-cancel the registraiion  hereo of.. 

@)_If the person who is the holder of lhe certification or ccrtificate o_Tr.egistmtion issued in resuect 01 
any product fails to pav the prescribed annual fee in respect of the retention of the cemfication or 
rcnistration of thatjroduct bcforc or on thc prcscribcd datc or such latcr datc as thc Clucf Exccutivc 
Officcr mav determine on application by that person. thc Chief Executive Officer shall cancel the 
reg-istration of that p r o d u x  

Amendment of scction 17 of Act 1 0 1  of 1965 as amcndcd 

1 1 .  T l ~ c  following scction is hcrcby substituted for scctlon 17 of tlic principal Act 

"Notification or cancellation of certification o r  rcvistration 

17. The Chief Executive Officer shall W c  notice in the Gazette of thc .gel&kation or re~istration or 
cancellation of the certification or the repistration of any product in tenns of this Act and shall in such 
notice specify- 

(a) in  Ihc casc of a ccrtificahon or remstration of any product, tlic namc under wh~ch such product 1s 
ccrtified or re~istcred the active components of such product the name of the person who applied for 
thc ccmfication or rcjilstrahon of such product, thc nulnbcr allocated to ltln&rms of sectlon 15 and thc 
conditions [ i : l r ~ )  sublcct to which it 1s certified or rcg~stercd. 

(b) in the casc of a cancellation of the certification or re~istration of an\; product. t l~c  name under which 
such product was ccrtified or rcgistcred. the name of the holder of the ccrlir~cation or certificatc of 
registration issued in respect of such product and the number which was allocated to it in terms of 
scclion 15." 

Amendment of section 18 of Act 101 of 1965 as amended 

12. Scctiori 18 of the princ~pal Act 3s hcrcby anicndcd b? the- 

(a) substitutio~~ for subscction (1) of thc following subscction: 

"( I) No person slrall scll any Imcdicine] product or Schedulcd substance unlcss the in~mediate 
container or the package in which that [medicinel product or Scheduled substance is sold bears a label 
stating thc prescribed particulars " 

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

"(2) No person shall advertise any [medicine] vroducl or Scheduled substance for sale unless such 
advcrt~scmcnt complies with thc prescribed rcquirernents ' 

(c) substitution for subsection (3) of ihc following subsection. 

"(3) The label referred lo in sobscction (1) shall hc approved by the [council] Authority." 
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9 

(d) substitution Tor subscction (4) of tlic following subsection 

"(4) The [councill Autliority liiay autliorise a deviation from the prescribed formal and contents of anv 
labcl " 

. ( 5 )  Tire Mmster I I I ; I ~  prcscribc ad&t~onal rcqulremcnts Por ille labclilng oi' lmcdicincsj prod~~cts ' 

Amendment tf section 18A of Act 1 0 1  of 1065 as amended 

11 Thc Tollowlng s c c t ~ o ~ ~  1s licrchy subst~tuted Tor scc l~o~ ,  IXA ol'tlic Prrncqx~l Acl 

I XA No pcrsou shall supply any Imedicinc] product accordung to a bonus system. rebate system or any 
other incentwe sclicuic " 

Amcndmcnt of scction 18B of Act 101 of 1965 as amendcd 

14. l'hc followi~ig scciion 1s hcrcby substii~itcd for scction IXB of the priucipal Act. 

"Sampling of Products 

c) No pcrson shall sa~ilplc any p r o d ~ ~ g  

(2) For tlic purposcs ofthis scction 'sanipic' nkeans tiic Trcc supply of products by a ninnufacturcr or 
wliolcsaler or its agcnt to a pharmacist, mcdical practitioner, dentist, veterinarian, practitioner, nursc or 
otlicr pcrson registered under thc Hcaltli Professions Act, 1974, but does not include the Frec supply oT 
products for thc purposcs of clinical trials. donations of products to the State, tendering to the State and 
auality control by inspcctors. 

(3) Tlic usc of products or Schedi~lcd substances Tor cxliib~tion putposcs shall be as prescribcd." 

Anlcndmcnt of section 18C of Act 1 0 1  of 1965 as amended 

IS 'I'lic followr~g sccilon is l~crcby subst~lutcd Tor sccllon IXC of thc principal Act: 

"Marketing of productb 

18C. The Minister may, a r m  consubtion w~th thc relcvantj~dustrres arid other stakeliolders, makc 
rcmlations relating to thc marketing of products and such rcgulat~ons may also providc for Codes of - 

Prnct~cc Tor rc1cv:iut indiistncsJ 

Amcndmcnt of scction 19 of Act 101 of 1965 as amended 

16 Scct~on 19 oT ilic principal Act is licrcby amcndcd by thc- 

(a) sirbst~t~~tion Tor the heading or the Pollowmg i~cadmg. 

" Prohibition on sale of r)roducts which do not comply with prescribed requircments and 
furnishing of information regarding products to the Authority" 
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(b) substitution for sl~bscction ( I )  of thc following subsection: 

"(1) No person shall scll any lrnedicine] product unlcss it conlplies with lhc prcscribed requirements 

(c) substit~~tion for subscction (2) of tlic following subscction. 

"(2) The Icouncilj Authoriiv may by notice in writins rcquirc any person whn manufixiures or sells 
products or adniinisicrs or prcscribcs ally ~riediciric or oil wliosc dircclio~i any rnedicinc is adminiskrcd 
to furnish it, within a period stipulated in such noticc. with any infonnation wliich snch person has in 
his posscssion or wliich such person is in a position to obtain regarding such n~edicine or product." 

(d) substitution for subscction (3) of tlic following subscction 

"(3) 'T'hc [council) .4utliorit~ may. if SO rcqucstcd by any pcrson to whoin a noticc undcr subsect~on (2) 
is addressed, cxtend thc period stipulated in such notice." 

Amendment of section 20 of Act 1 0 1  of 1065 as amended 

17 Scction 20 of thc principal Act is hcrcby anicridcd by the- 

(a) substitution of thc hcriding of ihc following hcading 

"Publication or distribution of false advertiscments conccrninz products" 

(b) subsliiuiion for subsection (1) of thc following subseciion: 

'-(I) No pcrson shall- 

(a) publish or dish-ibutc or in any oilicr inanricr wliatsocvcr bring to Uic noticc of Uic public or 
causc or pennit to bc published or distributed or to be so brought to the notice of the public any 
falsc or miskading advertisement conccrning any [medicine] prod~~ct: or 

(b) in any advcrtiscmcnt inakc any claim to thc cffcct that thc thcrapcutic cff~cacy and cffcct of 
any [medicine] product is othcr than Ulat statcd by the [council] Authority in terms of sub- 
paragraph (ji) of paragmph (a) of section twenty-two or state or suggest that m y  [medicinej 
product should be used for a purpose or under circuinstanccs or in a niamer other than that 
statcd by thc [council] Authority in terms of sub-paragraph (iii) or paragraph (a) of that 
scclion." 

(c) substitution for subscction (2) oCt11c Coilowing subscct~o~~.  

''(2) It shall bc a suflicient defcncc in any prosecution for an offence under paragraph (a) or 
sub-scction (1) if it is provcd to thc satisfaction of the court that Ule accused, not being a 
person sclling the [medicine] product to which thc false or misleading advertisement which is 
the subjcct of the prosccution rclatcs, did not know. and could not rcasonably bc espccted to 
havc known. that the advertisement was in any rcspect false or misleading, unless it is proved 
that thc accused failed on demand by the [registrar] Chief Executive Officer or an inspector or 
a ~nc~nber  of thc South African Policc to furnish thc namc and address of the person at whosc 
instance thc udvertiscmcnl was published, distributed or so brought to thc noticc of the public.'' 

Amendment of section 21 of Act 101 of 1965 as amended 
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18. Thc following section is hcrebl- substitutcd Sor section 2 1 of thc principal Act: 

'Authonty may author~zc salc oS lulccrt~ficd or unrcgistcrcd products for ccrtain purposes" 

(11 Tllc Authority may in consultation w~th  thc Ministcr In writing authorize any person to sell dur in~ 
a specified period LO any specified pcrsonrinstitution-8-g-ccified quantit\~ of any parlicular product 
which is no! ccrtificd or re~~istcrcd.'~ 

(2) Any vroduct sold ~n vursuaicc of an! :~utI~or~tp ~rantcd undcr sub-scct~on cl) 1n11y bc uscd for 
such purposes and In such manner a ld  dur~ng such pcnod as thc Authonty nla) In wntlng 
dctcr~ll~nc l' 

(7) Thc Author~ty 111 consultat~on w~lh  tl~c MIIIISICI ~nlal ai any 111nc: by notcc 111 wiyu~g w~lhdran 
:av authority grantcd In tcnns obub-scct~ou ( 1 ) IS ePSect 1s not glven to anv determunt~on madc I n  

lcnrls of sub-scc11011 (2) " 
Amcndmcnt of section 22 of Act 101 as amenchi 

10 Scction 22 ofthe principal Act is hcrcbv anler~ded by thc 

(a) subst~td~on for subsection ( 1 )  01~111~ followng subscct~on. 

(1) The Director-Cenersl shall after consultation with the council Thc ChiePExecutwe Ofliccr 
skill causc- in such manncr as o~-& [the Director-General] considcrs most suitable- 

(a) as soon ;IS practicnblc ;~Ster any [medicine) product. other than n vctcnnary medicme, has been 
rcg~stcrcd. mcd~cal practitioncrs. dcnt~sts. pl~arrnac~sts and thc pcrson who applied for thc 
reglstratlon of such lmedicinel product lo bc inSornlcd- 

( i) oPthc II;UIIC and lll~lllbcr under which such lmedicine] producl 1s cert~ficd or 
rcg~stercd and thc conditions. IP anv, subjcct to whlch such [medicine] product IS certified or 
reg~stcrcd. 

( i i )  ofthc thcrapcutic cfficacy and cffcct of such [medicine] product: 

(iii) oP thc pu~posc Sor w111ch. lhc circu~~lsta~~ccs undcr which and thc 111a1111~1.111 which 
such [medicine] product should bc uscd: and 

(iv) regarding any olllcr ulaltcr concernlug such lmcdicinel produc~ uh~ch. in Ihc O ~ I I I I O I I  

of thc Icouncil] Chicf Esccutivc Officer may bc oSvaluc to thcrn. 

(b) as soon as practicnblc aStcr thc ccrtification or rcgistntion of any [medicine] product. otlicr 
thal a vctcrinary mcdicinc. has bccn ca~lccllcd in tcrlus of secliou 16, medical practitioncrs. 
dentists. pharmacists, the public UI general and thc holder of the certific- or certificate of 
registration issued in respect oS such jmeciicinej produc! to be inror~ned oS tllc cancellation or such 
certification or registration. 

Amendment of section 22A d Act 101 of 1965 as amended 

20. Scctiori 22A of thc principal Act is hcrcby a~ncndcd by thc- 

(a) subst~tuhon for subscct~on (2) of tllc follow~ng subscctron 
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"(2) The Minister may, on thc recommendation o l  the [council] Authority. prescribe the Scheduled 
subsimxs rclerrcd to in this scction " 

(b) substitutior~ for plragrdpl~ (a) of subscct~on ( I  3) or the following paragrdph: 

"(a) to the applicant's lurnislling thc [registrar] Chief Esccut~ve Officcr annudly with tlie 
prcscribcd ~nfomiation" 

(c) substitution lor subscction (1 5) of thc following subscction'' 

"(1 5 )  N~iwilhstanding anything to tlic contrary contained in this section, the Director-Gcneral may, 
after consultation with the [Interim Pharmacy Council of South Africa] South Alrican Phannacv 
Council as rcfcrrcd to in scction 2 of thc P h m l a q  Actt 1974 (Act 53 of 1974), issue a pcnnit to any 
person or org;uiisation performing a hcalth service. authorising such person or orgalisation to 
acquire. possess. usc or supply any specificd Sclicdulc 1, Schedulc 2, Schedulc 3, Schedule 4 or 
Schedulc 5 substancc. and such pennit s l d  bc subject to such conditions as the Director-General 
may dctenninc." 

Amendment of section 22B of Act 101 of 1965 as amended 

2 1 .  Scction 22B of the principal Act is hereby amcndcd by the- 

(a) substitution for llic hcading o l  the following heading: 

"Puhlication of information relating to 1)roducts or Scheduled substance 

@) substitution for subscct~on (1) ofthc following subscction: 

"(1 ) Notwithstanding the provisions o l  scction 31 ilic [council] Auihoritv may. iT it dcenis it cxpcdient 
and in l l~c  public intercst. disclosc inlornution in rcspect o l  tlie prescribing, dispensing. administration 
and use of a [medicine,] product or Scheduled substancc lor medical device]." 

Amendment of section 22C OF Act 101 of 1965 as amentlctl 

22. Section 22C of the principal Act is hereby au~cr~dcd by tla- 

(a) substitution h r  paragraph (b) or subscction (1) of thc following paragraph: 

"(b) tlic [council1 Authority may_ on application in thc prescribed m a i m  and on payment oftbc 
prescribed fcc, issue to il manufacturer, wholesaler or distributor of a [medicine or medical 
device] product a licence to ~wanuhcture, act as a wholesaler of or distribute. as the case may be. 
srrch [medicine or medical device] a ~roduct,  upon such conditions as to the application of such 
acceptable quality assurance principles and good n~anufacturing and distribution practices as the 
(council] Authority may determine." 

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

"(2) A liccnce rclerred to in subsection (1) (a) shall not be issucd unless the applicant has 
successfully cornpleled a supple~nentary course prescribed under the Pharmacy Act, 1974 (Act 
53 of 1974). by the (Interim Pharmacy Council of South Africa] South M~ican  Phannaq 
Council " 

(c) substitution lor subsection (3) of the lollowing subsection: 
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" ( 3 )  The Director-Gcneral or tlic [council] Authority. as thc casc may be, may require an applicalil 
contemplated in subsection ( I )  to furnish such infonniition in addition to any information fumishcd 
by the applicanl in icrnis of the said subscc~ior~. as Ihc Dircclor-General or [lie [council] Auillorily 
may deem ncccssary ." 

(d) ~ubsl~tullon for I l~c words appcanng bcforc pamgcrpli (;I) of the Sollo\ving words 

"(4) Whcn the D~rccior-Gcncr;~l OI rhc icouncill Autl~or~lj !. as Ihc casc ma! bc, gr;ulrs or rcfuscs a11 
applrcal~on Sor ;I I~ccncc-" 

" ( 0 )  No manulacturc~, wholcsalc~ or dslr~butcl rcfcrrcd to 111 subscct~o~~ ( I )  (b) slrall 
manufaclurc. act as a wholesaler of or d~str~butc, as t l~c  casc may bc, any [medicine or 
mcdical device] product unlcss hc or shc 1s t l~c  I~oldcr of a l~ccncc contcmplatcd in the sad 
subsccl  on " 

Amcntlmcnb of section 22D of Act 101 of 1965 as iimcnded 

23. Thc following scction is hcrcby substituted for scclion 22D of thc principal Act: 

"22L). A liccncc iss~icd undcr scction 22C sl~all bc valid for lhc prescribed pcriod bul may bc rcncwcd oo 
application in tlic prcscribcd manncr and bcforc thc prcscribcd linic or such latcr limc 21s thc Dircctor- 
Gcncc~l or lhc (council] Authorily: as lhc casc may bc. may allow and on payment of thc prcscribcd kc." 

Arncl~dnlent of section 22E of Act 1 0 1  of' 1965as amcncflcti 

24 Scct~on 22E of t l ~ c  pnr~c~pal Act is hc~cb\ anicrded b\ the- 

(a) substil~d~on for panigrapll (a) of s ~ ~ b s c c t ~ o ~ ~  ( 1 )  of thc follow~r~g pardgraph 

"(a) has in or i u  conr~cctior~ with ao application for a liccncc or rcncwal ofa liccncc fumishcd Ihc 
Dircctor-Gcncral or lhc (council] Authority. as tlic casc may bc. with any ir~for~nation which to thc 
knowlcdgc of such holder is untrue or misleading in any material rcspcct;" 

(b) subsritut~on for l l~c words follow~ng upon paragraph (d) of subscction ( 1 )  of t l~c following words 

"thc Dircc~or-Gcncrai or ~ i ~ c  (cooncii] kuthorily, as tlrc casc ma?; bc. may by way ofa noticc in 
writing call upon him or I~cr to show c a w  witl~in tllc pcriod spccificd in thc noticc, which pcriod 
shall not bc lcss tllan 20 days as fro111 lllc datc of thc noticc. why thc liccncc in question should not bc 
suspcndcd or rcvokcd. 

(c) subslilution Tor tllc words appcarmg bcforc par~graph (a) oT subscchon (2) of thc following words. 

"(2) 7hc Dlrcctor-Cicncral or thc [council] Authorq . as rlie casc may bc, niay alicr cons~der~ng thc 
rcasons Turnislicd to hi111 or Itcr in lcnns or subscction (1)- 

(d) substitut~on for paragraph (a) of subscction (2) o i  lhc iollow~ng paragmpli: 

"(a) Suspcr~d thc llccncc In qucsllon for such pcr~od as hc or shc or thc [cauncill Authority 
may dclcnrn~~c. or 
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Amendment of section 22F of Act 101 of 1965 as amended 

25 Scct~on 22F olthc principal Act is hereby amendcd by the subst~tution for paragraph (c) of subsection (4) 
of the followng paragraph 

" (c) whcrc tile product luis bccii dccliucd not substilutnblc by thc  council] Authority." 

Amendment of section 22H of Act 101 of 1965 as amended 

20 Sect~on 22H ofthc pr~uc~pal Act 1s licrcby a~ncnded by the- 

(a) substitution Lor sr~bscc~iori ( I) or the lollowing subscction: 

"( I )  (a) No wholesaler shall purchasc Imedicines) products from m y  sourcc othcr than from the 
original nianufiicturcr or from tlic primary ~mportcr of the linishcd product. 

(b) A wl~olcsalcr shall scll (medicines! products only Into the rctlil scctor. 

(2) Subsection (1) sllall not bc construed as preventing the rctum of [medicines1 products for 
credit purposes only, to the ~nanufacturer or wholesaler from which that lmedicine] was initially 
obtained." 

Amendment of section 23 of Act 1 0 1  of 1965 as smcndctl 

27. Section 23 of (hc principal Act is licrcby ;imcndcd by the- 

(a) substitution for thc hcading o l  thc following hcading: 

"Disposal of undesirable products" 

(b) substitution Tor tlic words appearing bcforc paragraph (a) of subscction ( I )  of thc rollowing words: 

"(I) If thc jcouncil] Auihority is of thc oplnion that 11 is not in t l~c  public intercst that any Imedicinc] 
product sliall bc iniidc available to tlic public, i t  may-" 

(c) substitutio~i Tor thc words following upon paragraph @) of subsection (1) oT the following words: 

" to return 'any quantity of such [medicine] product which he has in his possession to the 
manufacturer thereol or (in the case of any ilnported (medicine] product) to the importer conccmed 
or to dcliver or send it to any other pcrson dcsignated by the lcouncill Authority." 

(d) substiidon for subscction (2) of thc following subscction. 

"(2) Tllc (council] Authority may by notice in writing direct any manufacturer or importer of any 
such [mcdicinci product who has in his posscssion any quantity thereof (including any quantity 
returned delivered or sent to him in pursuance of a direction under sub-scction (I)), or any other 
pcrson lo whom any quantity or such Imedicine] product has been so returned dclivcred or sent, to 
dcal with or disposc of that quantity in such manner as the [councilj AuthoriB may determinc." 

(c) substitution lor subscction (3 )  olthc folloving subsection: 
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" ( 3 )  No pcrson shall scll any lmedicine] producl which IS thc subject of a notice undcr subscction (1) 
wll~ch has not bccn scl asidc on appeal.“ 

Amendment of section 24 of Act 101 of 1965 as amended 

(a) subst~tut~on for l11c hcad~ng of thc foHow~ng hcadi~~;! 

''A1)l)eal agaiusl dcxision of Dircxlor-General or Authoritv" 

(b) sibslltullon lor subscct~on ( 1 )  of t l~c  lollown~g subsccl~o~~ 

"( 1 ) Any pcrson aggricvcd by a dccision of lhc Director-Gcncml [or the council, as the case may 
be,] may, within the prescribed period, in Ihc prescribed manner and upon paymcnt of the prescribed 
fcc. appcal against such dccision to an appeal committec appointed by thc Minister for the purposes 
of thc appcal conccrncd." 

"(3) Tllc appcd coinmrltcc may alicr llcanng thc appcal- 

(a) c o n h n .  sct asidc or vaw the relcvant decision oflhc Director-Gcncral: [or the council] 
and 

(b) dircct thc Director-Cicncn~l (or thc council, as the case may be,] lo esccute the dccision of 
the appeal cornmittec.'. 

~ ,d )  snbstitution for subscction (4) of tlic following subsectio~i: 

7-4) Tllc dcc~s~on of thc appeal cornrnlncc shall bc In wnt~ng and a copy thcreof shall bc furnished lo 
lllc appellant as wcll as to lllc Director-Gcncral lor the council. as the case may be]." 

Insertion of' section 24A 

29 Thc principal Act IS hcrcby aincndcd by tllc inscrl~on aftcr s c c t ~ o ~ ~  24 or Ihc Sollow~ng sccl~on 

"Appeal Aminst Decision of Authoritv 

24A. ( I )  Any pcrson amricved by the dccision of t l~c  Aulhority may appcal a~ainst such decision by 
nolifving thc Chicf Exccutivc Oficer within 30 days of bccoining awarc oS such dccision of his or hcr 
intention to appcal and setting out thc full grounds of appeal. 

(2) Upon bang notificd lrc Chicf Exccut~vc Ofticcr sllall mccl with thc appcllanl within 30 days of 
bci~lg so notified in the abscncc of legal rcprcscnt;itives to try and l ~ v c  the matter resolved especially if 
Ihc appcal invoI\es administmtive matters. 

(3) Should the Chicf Execulivc Olliccr and thc appellanl fail to rcsolve t l~c  rnatter as contemplated 
in subsection (2), the appellant shall within 30  days of being notified bv the Chief Executive 
Officer of the failurc to resolve the mattcr and upon payment of a prescribed fee. request the 
Clucf Exccutivc Officcr in writing lo convenc an appcal commitlcc. 
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(4) The apped cornmittcc contemplated in subsection (3)  shall- 

(a) comprlsc thc cha~rpcrson who shall have knowledge of the law and four other persons who 
shall have knowled~c of the sublect matter of appcal. two of U~cm nommated bv Ule 
appellant and the other two by the Chief Execgtive Officcr. and 

(b) conduct the a~pea l  hcanng and make a dec~s~on w ~ h n  30 days from thc day when 11 first 
meets to hear the appeal 

(5) A pautv ar~tr~evcd by t l ~ c  dcc~s~on  01 UK appeal comrnlttcc ma! approach the Hlgh Courl for a 
M a t  ~ c \ l c w  and thc H ~ t h  Cour( may confirm or scl as~dc thc d e c ~ s ~ o r ~  of lllc appcal comminec 

( 6 )  111 scttiug asidc thc decision oflhc appeal Co~twittce. l l~c  High Cowl caruiot substildc its dccision 
for that of thc gp~ca l  co~nln~ttec but can rcfer the mattcr back 10 Ulc appeal comnittec for a final decision. 

Amcndrnent of section 25 of Act 101 of 1965 as amended 

30. 711e following scction is hcrcby substitulcd for seclion 25. 

" Privileees ol' Authoritv and committees 

25 Thc Aulhor~lv. persom conlracled bv the Autllorilv to perform work for Ule Aull~oritv. conu~~itlees 
appointed in tenns of this Acl or its ~ncmbers are not tg liable in respect of anyt1un.g done in good faith 
under tlus Act." 

Amendment of section 26 of Act 101 of 1965 as amended 

3 I .  Scclion 26 of t l ~ c  principal Act is l~crcby imendcd by the- 

(a) substitution for subscction (I)  of the following subscction: 

"(I ) The [Director-General] Clrief Execuhve OKker may a11111ori~e such persom as 
inspcctors, as 11c may considcr necessary for the propcr cnforcemcnl of this Act." 

(b) subslitulion for subscction (2) orlhc following subscctiori~ 

"(2) Evcry inspcctor shall be furnished with a cerlificatc signed by the [Director-General] 
Chicf Esecutivc Officcr and staling thal hc has becn autho~izcd as an inspector under tlus Acl." 

(c) subslitulion Por subscction (3) of UIC following subscction. 

" ( 3 )  An lnspcclor shall. bcforc hc cscrclscs or performs any power or function tinder this Act, 
producc and cxhibit to any person aircetcd [hereby] by such exercise or performance. thc 
certificate referred to in subsection (2l"  

Amendment of section 27 of Act 101 of 1965 as amended 

32. Thc following scction 1s hereby subsliluted lor scction 27 ofthe Acl: 

"27. [The Director-Gcneral] Chicf Exccutivc Oficcr my grant such authority to such analysts, 
plmrmacologists and ptl~ologists as he niay consider necessary for the proper enforcement of tlus Act" 
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Amrntlmcnt of section 28 of Act 1 0 1  of 1905 as amcnded 

37. Scctiot~ 28 of lhc principal .4cl is hcrcby amcndcd by ~ h c -  

(a )  sobst~lut~on for subparagraph (1) of subsect~on ( I  ) oftltc followung subp:iragr;ipli 

" ( i )  any placc or prcmiscs froili wliicli ;I pcrson authorised undcr this Act lo compound iind 
dispcnsc nledicincs or Scheduled subslanccs. lia~idlcs prodsts or from whicli the holdcr of a 
liccncc as conlcniplarcd in scction 32C ( I  ) (b) conducls bosincss: or" 

(b) subslturtorl for p:ir;igrapIl (b) of subseclio~t ( 1 )  oTl11c following pactgr:tph 

(11) ~nspccl any Imedicine] product or Sclicdulcd subslance or anr book. rccord or documcnt found 111 

or upon such prcni~scs~ placc- vch~clc. vcsscl or alrcrarl. 

(c) subsl~tuttot~ Tor paragraph (c) of subscction ( 1 )  oS the follow~ng paragraph 

"(c) s c i x  an\; such (medicine] producl or Schcdulcd substancc. or any books, rccords or documents 
found in or upon such pretiscs. placc. vehicle. vcsscl or i~rcraft and appearing to a o r d  evidence of a 
conlr;wcntion of auy provisio~~ of iliis Act:'' 

(d) subsllll~tlon Tor paragraph (d) of subscctian ( 1) of lhc following paragraph 

"(d) lakc so Inany samplcs of any such [mcdicinc] producl or ScIicdulcd substancc as hc ma? cons~dcr 
ncccssary for thc purposc oT Icsting. cxam~nat~on or analysis In tcnns of the provisions of this Act." 

(c) snbstitntion Sor subscclion (2) of llie following subscclion: 

"(2) Any samplc lakcn in Icrms oTpacigr;lpll (d) oTsubscclion (1)  shall be takcn in accordancc with lhc 
prescribed methods and in Ihc presencc of thc pcrson who is in chargc of such [medicinej product or 
Sclicdulcd subst:mcc. or ir thcre is no such person or ir hc is abscnt for any reason. in the prescnce of' any 
o~hcr  witness. s11;ill forthwith bc packcd and scalcd and suitably labcllcd or markcd in sucli manncr as its 
naturc may pcrmit and shall thcn bc tr;msnuttcd to an analyst, pharniacologist or pathologist togethcr with 
a ccrlificatc in tlrc prescribed form signcd by sucli inspcctor and a copy of tlic aforesaid ccnificatc shall be 
handed or transmitlcd by rcgistcrcd post to Uic owner or scllcr of such [mcdicinel product or Scliedulcd 
substancc or his iigcnt." 

(I) substitution for subscctlon (4)  of thc followng subscction. 

(4) Tllc owncr of tllc Imedicine] produg or Schcdulcd substancc from wlucli the slmplc was takcn ma\ 
c l i t~~n  rrom lhc (Director-General] Ihc Authontv an amount cqual to thc markcl valuc thcrcof 

Amendment of section 29 of Act IOL of' 1065 as amended 

34. Scction 29 or tlrc principal Act is hercby ;inicndcd by Ihe- 

(it) subs~llution In paragrap11 (11) of thc words appcaruig bcrorc subparagraph ( i )  of t l~c  rollowing words: 

"(11) ~iiakes an! falsc or nitslcadmg statc~ncnl 111 conncctlon w ~ h  an) imcdicinej product or Schcdulcd 
suhslance- 

(b) substilution for parilgnph (1) of thc following paragraph: 
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"(I) sells any \medicine) product or Scheduled substancc upon Ihe conlaincr of wluch a false or 
rnislcadmg slatcmenl in comation w ~ t h  the contents is ~wltten: or" 

Amendment of section 30 of Act 101 of 1965 as amended 

75 Scctlon 3 0  of tllc princ~pal Act is hcrcb) a~nertdcd by the- 

(a) subslitution lor subscction (2) oP l11c iollowing subsccl~on. 

-'(2) Thc cowl conv~cling any person of a11 olTcncc undcr tlus Act may. upon the application orthc 
prosecutor. dcclarc any lmedicinel product or Scl~cduled substancc rn respccl of which the offence has 
becn co~nnutted 13 bc forfelled lo the Slate." 

(b) substitution for subscction (3) of lllc following subscction 

" ( 3 )  Any (medicine] product or Schcdulcd substancc forfc~tcd undcr tills Act shall bc destroyed or 
othcnvisc dcalt with as the [Director-General] Chief Exccuhve Oficcr m y  dmcl." 

Amendment of section 31 of'Act 101 of 1965 as amcnded 

36. Scction 3 1 of 111c principal Acl is licrcby smcncied by thc- 

(a) substitution for paragrdph (a) of subseclion ( I ) of thc following paragraph: 

" (a) my quant~tv o i a  (medicine] product or Scl~cdulcd substancc 111 or upon any prcmlscs, 
pl;lcc, vcluclc. vcsscl or arcrafi at thc lunc a sa~nplc thcrcof 1s takcn pursuant to thc proklstons 
of this Act shall. unlcss thc contrary IS proved. be dcerned to posscss the samc properties as 
suc11 samplc." 

(b) substitution for paragraph (d) of the following paragraph: 

"(d) my stalemenl or entry contained in any book, rccord or documcnt kept by any owncr of a 
(medicinel product or Schcdulcd substancc, or by thc manager, agcnt or crnployec of such owncr 
or found upon or in any prcrnises occupied by, or any vchiclc used in the business of, such owner. 
shall bc admissible in evidence against him as an admission of the facts set forth in that statement 
or crltry. unlcss it is provcd tlrat that statement or cntry was not rnadc by such owner, or by any 
manager. agent or cmployce of sllcll owner in thc coursc of his work as manager, or in the course of 
his agency or ernployrncnt." 

Amendment of section 33A of Act 101 of 1965 as amended 

37. Scclion 3RA of the principal Act is hcreby amcndd by thc- 

(a) substitution Tor thc llcading or tllc followiug licadmg 

"Funds of Authority 

(b) substitulion in subscction (1) for the words appearing before paragraph (a) of Ihc following words. 

"(1) Thc funds OF thc [council) Autbontl shall consist of-.' 
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(c) substitution for paragraph (c) of subscction ( 1 )  of the following paragraph: 

"(c) monc\ accrumg to thc Icouncil] AuthorW from an) otlicr sourcc " 

jd) substitution for subsection (2 j of Ilic Tollowing subseclioii: 

" ( 3 )  (a)Thc Icouncill Autlior~tv m;rc ircccpt moncy or- olllcr goods donntcd or bequcatlicd to 
tlic Icouncil,l Autlior~& prowdcd no co~rd~tlon 1s attachcd lo such don;rl~on or bequcst 

(b) Dctarls of any suclr tlonat~o~l or bcqucs~ shall bc spccrficd In tlrc rclcvanl alrnual rcport of 
tlic (councill Autllont\ ' 

'.(3) Tllc lcouncil] Authorit? shall ulilisc ils h n d s  ffir tlic dcfr;.rq;rl of cxpenses incurrcd by the 
[council] Authority in the pcrforrni~ncc of its functions undcr this Act." 

(I) subst~tutlon for subscct~on (4) of tlic followng subscct~on 
"(4) Tlic ( c t~~nc i l ]  Autllor~ty shall open an account w~th a bank as defined m seclion 1 (1) of 
Ihc Banks Act. 1090 (Act 94 or 1900). and shall dcpos~t in that account all moncy rcferred lo In 
subsect~ons (I ) and (2) " 

(g) substitution for subscction (5) of tlic following subscct~on 

"(5) Thc Icouncil] Authority shall kccp full and propcr rccords of all money rcccwcd or cxpended. 
of 11s asscls and habilibcs and of 11s financ~:rl Imsacllons " 

(11) substik~lion Tor subsccliorr (7) of thc follo\ri~ig st~bscclio~l. 

"(7) Tlic [councili Anllrorih may invcsl nlone. \i,lricli is dcposiled in icnns ofsubseclion (4) and 
nhicli is not rcquircd for immcdiatc usc in an!- manncr as il may dccni fit." 

(i) substitution for- subsection (8) of tlic following subscction: 

"(8) Any lnoncy which at thc closc oTthc ]counciIfsl Autliority's financial !car stands to the crcdit 
ofthc lcouncil] Authority in the account rcferrcd to in subscction (I) and moncy which has becn 
invcslcd in tcmis of sobscclion (7), shall be cnriled forward to thc ncsl financial year as a crcdit in tlic 
ilccount of ihc Icouncil] Authority." 

Amcndmcnt of scction 34A of Act 1 0 1  of 1965 as amended 

? X  4cctlon 34A of thc pnnc~pal ACI 1s hexb! mcndcd bj, the add~t~on  of lhc followmg subscct~on 

'.[3) Tlic Chef Esccut~vc OTTlccr map ~n wrltuig a u l h o r ~ ~ c  any staff mcmbcr of thc Autltonty to cxcrcls 
or pcrform In general or In a parl~cular case or I I I  cascs of a parl~cular nalurc. any powcr. dutv or fimchon 
&rrcd or in~poscd on thc ClucTE\ccut~vc O-cr In tcrms of thls Act " 

Amendment of scction 35 of' Act 1 0 1  of 1965 as amended 
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(a) substitution for the words appearing beforc subparagraph (i) of subscction (1) of the following 
words: 

" ( I )  Thc Ministcr may. in consultation with thc [council] Authority. makc rcgulations-" 

(b) dclction of a~bparagrapli (xiii) 

(c) s ~ b s r ~ t u t i ~ n  for subparagraph ( x w )  of tlic follov~~iig subpnragrriph 

"(sssi) prcscribing tllc fcc to bc paid LO t l ~ c  (registrar] Authoritv in respect of an application for 
tlic certification or the registration, and in respect the certification or the registntion of a 
[medicine] product o r  Schcduled aibstancc [or medical device], thc fcc to bc paid annmlly to 
the I registrar! Authority in respect of the retention of the ccrlificadon or the registration of a 
lmcdicine] product or, Schcdulcd substance 101- medical device] and the date on which such 
annual k c  sl~all bc paid:" 

(d) substirution for subpamgaph (sxxiii) of subsection (1) of thc following subpangraph: 

"(sxxiii) relating to appeals against decisions of the Director-Geneml or the lcouncil] Authoriw 

(e) substitutioii for subparagraph ( sxn i i )  of the following subparagraph: 

"(xswii) relating to the scicntific, phannaccutical, cl~nical and othcr skills rcquircd by [member 
of the council or by a member of the executive committee of the council] members of stafTof 
thc Authority to cvaluate thc (quality, efficacy md safety] tlic cerllfication of (medicines] 
products:" 

(I-! insertion of thc following subparapphs afior subpara~~tpll  (rssis). thc existing subparabrnphs (XI) 
and (sli) bccoming subparagraphs (xIiv) and (xIv) respectively: 

"(XI) relating to products in respect of matters contempIated in subparamdphs (ii) up to and 
including s u b p m ~ a p h  (xi); sub~aragmphs (xsiii); ('xxiv); (mxii); (xxxiv) and (xxxviii); 

(xIi) relating to certification of products in respcct of matters_cpntem~htcd in sub~aragrapl~s (i); 
(11): [iv): {v); [vi); (sii): (xxvii) and xxsii): 

[xtii) relating to thc control ofproducts, 

(s l i i~  rclating to thc Iiccnsinrr Por possessing or using ccrtain products;" 

(g) substltntion for paragraph (b) of subscction (2) of the following pamgnph. 

"(b) m y  rcguhtion in rcspcct of which the Minister is, aflcr consultation with thc lcouncilj 
Authoritv. of the opinion that thc public intemt rcquires it to bc inadc witl~out delay. 

(11) substitution Tor subsection ( 5 )  of the followi~~g subsection. 

" ( 5 )  Regulations made under subscction (I)(=) may prcscribc that any [medicine] product or 
any component thercor shall comply with the requirements sct out in any publication which in 
t l~c  opinion of the [council] Authorilv is generally rccogniz.ed as authoritative." 

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

" (6 )  Regulations may be made undcr this section in rcspect of parlicular [medicines] products or 
Schcdulcd substances or classes or catcgories of [medicines] products or Scheduled substances 
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or 111 respect of lmedicines] products or Scheduled substanccs other than pmcular classes or 
carcgorics of lmedicines] products or Schcdulcd substanccs. and dirPcrcnt rcgulat~ons may bc so 
madc in respect of drffcrcnt lmedicines] products or Scheduled substariccs or different classcs or 
categories of [medicines] products or Scl~edulcd substances " 

(1) substitulron Tor s~~bseclior~ ( 8 )  oT 111c following subscctmn: 

" ( 8 )  Noltvithsland~ng thc provisions of subsccrion ( 1). l l~c  Ministcr may, if hc or shc decnis ~t to 
bc in thc pnblic intcrcsl. aTkr consul~a~ion wilh 111c lerecutivc committee appointed under 
section 9,I Authoritv makc regulations relating lo any mattcr referred to in subscction (1 ) or lo 
alncnd or rcpcal any rcgul;~lion nradc iri terms of tl~al subscction 

An~cntlmcnt of section 36 of Act 101 of' 1965 as amended 

40. Thc follo\ving section is hercby substiluted for section 36 ortllc principal Act: 
"36. Thc Minislcr may, on Ihc lunanilnousj reco~nnicndalion of thc (members present at any meeting 
of the council] Authority. by notice in the Gazette exclude, subject to such conditions as he nlay 
dctcrnlinc. any [medicine] product from the opcralion of any or a11 or thc provisions of this Act. and may 
in likc manncr m e n d  or withdraw anv such noticc." 

Amcndmcnt of section 37A of Act 101 of' 1965 as amended 

4 1 .  Thc Pollo\ving section is lrcrcby substitirlcd for seclion 37A oTl11c principal Act: 

"37A. Noltvithstand~ng the provisions of scclion 35 (2). tile Min~slcr rim),. on the recon~mer~dalion or 
h e  (council] Authori~y. from lirnc lo time by nolicc in tlic Gazetlc aniend any Schedule prescribed 
i~ndcr section 22A (2) by the inclusion Ihcrein or  lhc dclclion therefrom 01' any medicinc or other 
snbsl;lncc. or in a n y  other manncr. 

Transitional measures 

42 ( I )  Mcdmncs and mcd~cal dcv~ccs that arc reg~stcred a1 thc datc of co~nmc~iccnrent of this Amcndrnent 
Act shall bc dcemcd to be ccrtlficd and rcgrstcrcd In lcrms oP thc Act and tlic Chlcf Esccul~ve Orficcr 
shdl cnler ll~eni in the rclcvanl rcgstcr 

(2) T l ~ c  Mcd~c~ncs Control Courrcil shall ccasc to CW Ihc day bcforc this Amendment Act 1s broughl 
Into opcrai~or~ 

Short titic and commcnccment 

S T l ~ r s  Act 1s callcd the Mcd~crncs and Rclated Substances Amcndmcnt Act. 2008 anti conics mto operation on 
a dale fixcd by thc Prcsrdcnl by procl;irnat~on 111 tlic G;vcllc -. - 
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EXPLANATORY MEMORANDUM ON THE OBJECTS OF THE MEDICINES 

AND RELATED SUBSTANCES AMENDMENT BILL, 2008 

1. PURPOSE OF THE BlLL 

The purpose of the Bill is to amend the Medicines and Related 

Substances Act, 1965 to provide for a new medicines regulatory 

authority that will replace the Medicines Control Council. 

2. OBJECTS OF THE BlLL 

The Medicines and Related Substances Amendment Bill, 2008 ("the 

Bill") South seeks to introduce the establishment of regulatory authority 

for medicines and medical devices as well as other products like 

foodstuffs and cosmetics which have some medicinal components in 

them or in respect of which medicinal claims are made. This new 

regulatory authority, the South African Health Products Regulatory 

Authority ("the Authority") will replace the current Medicines Control 

Council. 

3. SUMMARY 

The Bill establishes the Authority as a juristic person that is subject to 

the Public Finance Management Act, 1999 and is accountable to and 

reports to the Minister. The Authority is headed by a Chief Executive 

Officer who is also accountable to and reports to the Minister. 

The Bill further introduces a two-tier registration system for all the 

products regulated under it. First, an applicant must apply for 

certification by the Authority. Certification means that the Authority 

confirms that a medicine or product is safe, of good quality and 

efficacious. 
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Once this has been established by the Authority, the application is then 

forwarded to the Minister for consideration whether the registration of 

the particular medicine of product will be in the public interest. If the 

Minister concludes that registration of such medicine or product is in 

the public interest, the Minister will approve of such registration and the 

Authority shall duly record the registration of the medicine or product 

4. DISCUSSION 

CLAUSES 

4.1 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 I of 1999. 

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

products regulated in terms of the Act. 
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4.5 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. 

4.6 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. 

4.7 The rest of the clauses are consequential amendments 

replacing the words "council" and "registrar" wherever they 

appear in the principal Act with the words "Authority" and "CEO" 

respectively. 

5. 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. 






STAATSKOERANT, 2 JUNlE 2008 No. 31 114 67 

6. FINANCIAL IMPLICATIONS 

It is recommended that there be a 50% cost recovery from the revenue 

generated from fees charged by the Authority. Partial or total cost 

recovery is practiced by some regulatory authorities in order to ensure 

financial viability and feasibility, affordability and sustainability. 

Projected financial calculations indicate that th~s 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. 

7. PARLIAMENTARY PROCEDURE 

This Bill must be dealt with in accordance with the procedure 

established by section 76 of the Constitution. 







