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Timeline of key events
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Regulation of Medical R2vices -Timeline of Key Events

9
9 Dec 2016 Medical Device/IVD R@%Iations published under Act 101 Medicines and Related
Substances ControLAct
S
24 Feb 2017 Manufacturer é@\istributor/ Importer / Exporter / Wholesaler Licensing
announcemgﬂ"c appeared in Gazette 5.
, .s\\@
1 Jun 2017 Commeaﬁ%ment of Act 72 of 2008 (SAHPRA) — regulations will have to be rewritten @{\@
&0 \@Q
24 Aug 2017 AIL@\edlcaI device establishments (manufacturers, importers, distributors) required Q{b(\
@ﬁroof of application for an establishment license \QO*
& ‘°°
9 Oct 2017 ,@é\(( South African Health Products Regulatory Authority Board membership anng@nced
L o§o
1 Dec 20;@&@ Request for comment on the general regulations relating to bonusing, %«‘?nonth
20 comment period b'Q'
S ¢
29 D&c 2017 Announcement of Exemption of medical devices and IVDs from geSéA and 18B
(sampling) for 1 year appeared in Gazette Q’@
(\
24 Feb 2018 All wholesalers who buy and sell on medical devices reql{uFe proof of application for
a medical device wholesaler’s license <<0*
Ongoing Various Guidelines : Classification, Adverse Events&‘éuallty Manual, Essential

Principles of Safety and Performance, Borderli\Qe@products, etc

? Amended MD/IVD regulations to align witg%©mended Act ')*( The‘MedTech Forum
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MD/IVD Regs: challehges [ impact
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Sub sites / branqﬁ Ilcences

AR at each g,;té &
Advertising“’@of Class C and D MD &
Borderh”ne medical devices — request for designation
Quaﬂlty management system: ISO 134857
fe?'f’echnlcal dossier format (RPS vs STED) o
Readiness of conformity assessment bodies ¢
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18A draft regulations
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Intended to:

OO

support the attaga"rnent of affordable medicines, medical N
devices and |VD's and to give effect to the prohibition of &
activities wbﬂ:h have the effect of undermining the @Q*
transparg?\t pricing system of medicines, medical devme&end
IVDs and more specifically the activities as envisaged |n$
regq&étlon 18A(1), namely the supply of medicine, megl«mal
d@?VICGS and IVDs according to a bonus system, re@éte system
SOr any other incentive scheme. o
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Pirohibited activities
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a) a discount; &
include but not limited L@’i 6’
volume or 'bulk @ﬁrchase discounts; &@“”

bonus dealsgﬁ ‘terms of which additional units of the same, related or Q&
unrelated medlcmes medical devices or |VDs are supplied to customees
below tl;ué published price or free of charge; &

O
set’g@‘nent discounts and rebates, including payments made to %;?§tomers
after the date of sale for timeous payment of accounts or cash@qﬁayment for

%\é@chlevmg sales targets, or for any other reason; é(,p
b) payment for marketing, promotion, and adver:gs"mg,
c) fees for shelf space; &@\\

&
o«

nnnnnnnnnnnnnnnnnnnnnnnnnn



{\\9
d) data fees and registry ;ees but excludes the purchase of health
informatics supplied by<an independent entity, which entity has no
association with a cgss omer and where such data is unrelated to

the supply of a meﬁlcme medical device or 'VD; and also &

excludes fees gaeyable for registered clinical trlals
e) loyalty fee§ or similar fees; &

f) d|rect0{o§' fees or shareholder fees, honoraria and similar
compesﬁsatlon paid to a customer, excludlng a fee, honogﬁ“rlum or
comﬁensatlon which is for a legitimate educatlonal acwlty and at
f@ﬁ‘ value; 6606

g) entertainment costs, meals and dlsbursementglncludlng
congress and conference attendance in exeess of acceptable
practices of any marketing code approved ghd or endorsed by the
regulator; &
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h) payment or COHtI‘IbUtIQJ@I by a supplier towards any recurring
expenditure of a Customer which includes salaries or any subsidy of
staff costs of persormel or contractors of a customer;

1) free services r@ndered by suppliers or their agents to customers
which has the éffect of (h) above; {b@

j) the placgment or the provision of any equipment, medicine, omedlcal
device QFTVDS by suppliers or their agents at a reduced CQs‘f nominal
cost Qﬁor free to customers whether directly or indirectly; related to or
unr@gfated to the supply of a medicine, medical dewce@br IVD and

>’

inCludes consignment stock and loan sets; &
K) unjustified credit payments which have the e@é&t of an inducement;
v

) formulary and protocol listing payments to &ny customer or any
person who is able to influence such a listifig
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Penalties
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6.

fined or mpnsog;éd for a period not exceeding 10 years

when an offem*?:e has been committed, the fine or |mpr|sonment§
applies to @fﬂ parties involved in such an activity .

amountmf the fine will be determined having regard to thao\"’

natug;e duration and extent of the contravention \\of
mﬁxmum penalty of 10% of the supplier's turnover m its most
\‘*recent financial year may be imposed &
\\{\&’\@&
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