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MEDICINES AND RELATED SUBSTANCES ACT, 1965 (ACT 101 OF 1965)  
REGULATIONS RELATING TO MEDICAL DEVICES as contained in Government Notice NO.435, 
Government Gazette #44593, published on 21 May 2021 
 

 

The Medical Device Professional Group is a voluntary association of Regulatory and Quality 
consultants primarily concerned with Health Technology in South Africa.  Our clients are Medical 
Device and In Vitro Diagnostic  device importers, manufacturers and distributors, licensed under 
Section 22C(1)(b) of the Medicines and Related Substances Act 101 of 1965. 

Our objective is to promote regulatory compliance and quality assurance amongst medical device 
suppliers in South Africa.  The majority of Medical Device companies in South Africa are small to 
medium enterprises, who have developed their businesses organically.  Our role therefore is to assist 
clients to navigate a sometimes foreign and technically challenging “new” operating environment, 
and to ensure that the products and services they place on the market consistently meet regulatory 
and customer requirements. 

We welcome this opportunity of commenting on these new Regulations and look forward to a 
constructive engagement with the Department of Health and SAHPRA in the future on the matter of 
appropriate and workable regulations for medical devices and in-vitro diagnostics in South Africa. 

MDPG trusts that these comments will be taken into consideration for the final version of the 
regulations. 
 
on behalf of the MDPG members, 
 
Yours faithfully, 
 
 
 
 
 

 
Simone Rudolph-Shortt 
Chairperson 
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Email: simone@isohealthsa.co.za 
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General Comments 

Any regulations published in terms of the Medicines and Related Substances Act 101 of 1965 cannot 
remedy a number of fundamental flaws in the principle Act which have developed as a result of many 
amendments, changes in the scope and application of the Act, technological advances and shifts in 
the manner and location of healthcare service provision.   

Our recommendation is therefore that the entire Act is repealed and replaced by more suitable 
legislation that also recognizes that South Africa operates within a global community where system 
interoperability, basic concepts and definitions are common across jurisdictions in which a reliance 
model is adopted. 

Prior to addressing specific clauses contained within the draft regulations we wish to comment on a 
number the thematic areas relative to these draft regulations: 

Theme 1 - “As determined by the Authority” 

The term “as determined by the Authority” appears throughout the draft Regulations.  The table 
below indicates each instance by Section and provides the actual text. 

Section Text of the regulation 
1, Definitions 
Essential 
Principles 

means the requirements relating to the safety and performance characteristics of 
medical devices as determined by the Authority; 

1, Definitions 
Modifications 

any significant change in the safety profile or specifications of a medical device as 
determined by the Authority; 

  
3(2) Importation of medical devices in Republic: 

 
Used medical devices, other than a medical device designated by the original 
manufacturer or as determined by the Authority for single use only, may be 
imported by a manufacturer for purposes of refurbishing or maintenance. 

4(2)(b) Transmission of medical devices through Republic: 
 
licence conditions as determined by the Authority. 

5(3) Classification of medical devices: 
 
The Authority may classify a medical device in accordance with classification rules 
as determined by the Authority. 

13(4) License to manufacture, distribute or wholesale medical devices: 
 
…. management system as determined by the Authority. 

16(2)(b) Replacement, maintenance, refurbishment and single use of medical devices: 
 
any other information as determined by the Authority. 
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16(1) A person who sells an article intended specifically to replace an identical or similar 
integral part or component of a medical device must ensure that the article 
complies with specifications applicable to that medical device as defined by the 
original  manufacturer or as determined by the Authority. 

16(6) If the sterility of a medical device designated by the original manufacturer or as 
determined by the Authority for single use only, is compromised it- 
(a) must be disposed of after use; and 
 
(b) may not be reprocessed. 

17(5)(e) Destruction of Medical Devices: 
 
any other information as determined by the Authority. 

18(2)(d) Conduct of Clinical Trials or clinical performance assessment: 
 
a signed declaration by the applicant and the investigator that they are familiar 
with, and understand the protocol, and will, in the conduct of the clinical trial, 
comply with Good Clinical Practice as determined by the Authority; 

19(1) Vigilance: 
 
A holder of a licence in terms of section 22C(1)(b) or a holder of a certificate of 
registration in respect of a medical device, must inform the Authority, in the  
manner and within the time frame as determined by the Authority, of any- 

19(3) A holder of a licence in terms of section 22C(1)(b) or a holder of a certificate of 
registration in respect of a medical device, must inform the Authority, in the 
manner and within the time frame as determined by the Authority, of any- 

20(1) Custom Made Medic al Device: 
 
A medical device that is custom made may only be- 
manufactured, imported or exported and sold in compliance with the guidelines 
as determined by the Authority; 

22(2) Advertising of Medical Devices: 
 
A Class C and Class D medical device may be advertised to health care providers: 
Provided that, certain Class C and Class D medical devices as determined by the 
Authority may be advertised to the public. 

26(1)(a) Compliance with requirements: 
 
essential principles as determined by the Authority 

26(2) Any proposed change or deviation related to the essential principles or 
declaration of conformity in sub-regulation (1) must be submitted and approved 
as determined by the Authority. 

 

We recognize the powers of the Authority to determine requirements necessary for the proper 
execution of its functions.  However, the manner in which this power is exercised has to be balanced 
with other considerations such as consistency, clarity, certainty and accountability.  The previous 
regulations attempted to achieve this by including “as determined by Council” in the definitions which 
included the phrase “and published in the Gazette”. 
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The Authority has to date not issued any of these determinations in the prescribed manner, which 
could render them ultra vires and therefore unenforceable.  However it also results in what appears 
to be ad hoc determinations, which are also poorly communicated to industry. 

Proposal: 

Add a definition for “as determined by the Authority” in Section 1, as follows: 

“As determined by the Authority” – means as determined by the South African Health Products 
Regulatory Authority in the Guidelines published in the Government Gazette. 

“Guidelines” – A document providing information to industry on how provisions of the Act or 
Regulations should be met.  Also referred to in some instances as “Practice Notes” or “Position 
Statements”.  Guidelines cannot establish new requirements; these have to be published as 
Regulations or Amendments to the Act. 
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Theme 2 – Economic Operators – Manufacturer, Importer and Distributor 

Section 22C(1)(b) of the Act makes provision for the licensing of certain Medical Device and IVD 
Medical Device establishments: 

the Authority may, on application in the prescribed manner and on payment of the prescribed fee, 
issue to a medical device or IVD Medical Device establishment, manufacturer, wholesaler or distributor 
of a medicine, Scheduled substance, medical device or IVD Medical Device Medical Device a licence to 
manufacture, import, export, act as a wholesaler of or distribute, as the case may be, such medicine, 
Scheduled substance, medical device or IVD Medical Device Medical Device upon such conditions as to 
the application of such acceptable quality assurance principles and good manufacturing and 
distribution practices as the Authority may determine. 

Conversely Article 2 of the European Medical Device Regulations define economic operators as either 
“a manufacturer, an authorized representative, an importer, or a distributor” of medical devices.  We 
will address “Authorized Representative below, but for now will address importer, distributor and 
manufacturer only. 

There is therefore a discrepancy in terminology between the EU MDR, other international 
jurisdictions and South Africa.  This and the definitions of each of these economic operators give rise 
to a number of difficulties, which will require an amendment of the principle Act to remedy.  We are 
drawing attention to this as a major cause of concern: 

“Wholesaler” relies on the word “sell” in its definition, which itself is defined to include a very wide 
range of activities and restrictions: 

• Wholesalers procure products in South Africa and sell into the retail sector (which is 
undefined). 

• Wholesalers cannot export or sell to other wholesalers. 

“Distributor” means to import, distribute and export, but excludes wholesale. 

The result is that a “Distributor” has to have a second license to wholesale products and Wholesalers 
have to have a distributor license to export. 

We therefore propose changes to the definitions of distribute and distributor which will at least 
address some of the aforementioned problems. 

We also highlight that there is no provision for healthcare practitioners dispensing medical devices or 
IVD Medical Devices  as there is for medicines under the pharmacy Act.  For HCPs to be complaint 
with the Act, they would have to apply for a Wholesaler license, which of course if highly unlikely to 
be done. 

Theme 3 – Economic Operators – Authorized Representative. 

Authorized Representatives appear in both South African and European medical device regulations.  
They are also a feature of the USFDA regulatory landscape and almost universally recognized.  
However the term is defined and applied very differently than in the rest of the world. 
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South Africa for instance defines the Authorized Representative as a Natural Person only, as opposed 
being a juristic or natural person.  The Regulator goes further by insisting that authorized 
representatives are employees of a license holder and that they don’t represent more than one 
“site”.  

As mentioned previously the majority of Medical Device companies in south Africa are small, to 
medium size businesses.  There are also large multinationals.  This wide variety of types and sizes of 
businesses cannot easily be accommodated in a “once size fits all” approach which is also extremely 
narrow, and not necessarily supported in law with respect to the single site requirement. 

The result it that large companies may have a single Authorized Representative, often located within 
quality assurance, who is quite out of touch with the company’s products and processes.  Conversely 
small companies don’t have the internal capacity to effectively provide the oversite required of the 
Authorized Representative. 

We believe that there needs to be a broader definition of the Authorized Representative, specifically 
to cater for these small and medium size enterprises, so that consultants, such as our group may 
actively support our clients in operate as an Authorized Representative, in a similar manner to that 
provided for in other jurisdictions. 

Transitional Arrangements regarding unregistered medical devices and IVD Medical Devices  

No traditional arrangements were included in the draft regulations. These have been added with 
regard to unregistered medical devices and IVD Medical Devices . 

Substantive comments: 

The following table contains our substantive comments to the draft regulations.  Page refers to the 
page number of the draft regulations and Ref refers to the Regulation and Sub-Regulation Numbers.  
Comment provides the rationale for suggesting a change while Proposed change indicates the change 
that we recommend. 

As always we are open to further clarification and to provide additional detail where so required, and 
welcome the invitation to do so. 

Page Ref Comment Proposed Change 
4 1. 

Definition: 
Authorized 
Representative 

Limited to a “natural person” 
 
Additional requirements have also 
been imposed by SAHPRA in which 
Authorized Representatives may 
only represent a single site / 
licensed establishment. 
 
This additional requirement is 
ultra vires. 

Insert “juristic or” ahead of Natural 
Person. 
 
Alternatively suggest the GHTF 
Definition: 
 
Authorized Representative: Any 
natural or legal person established 
within a country or jurisdiction who 
has received a written mandate 
from the manufacturer to act on his 
behalf for specified tasks with 
regard to the latter’s obligations 
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Page Ref Comment Proposed Change 
under that country or jurisdiction’s 
legislation. GHTF/SG1/N055:2009 

5 1. 
Definition:  
Conformity 
Assessment 

Definition is outdated Update to: 
“Conformity Assessment” – means 
the systematic examination of 
evidence generated and procedures 
undertaken by the manufacturer, to 
determine that a medical device or 
IVD Medical Device fulfills the 
Essential Requirements of Safety 
Quality and Performance, as 
determined by the Authority. 

5 1. 
Definition: 
Distribute 

By expanding the definition of 
“distribute” to include local 
procurement, the issue of 
distributors needing a second 
license to wholesale will be 
overcome. 

Replace the existing definition with: 
 
(a)(i) means to purchase medical 
devices from a manufacturer or 
importer; and 
(a)(ii) Imports or export; and 
(b) placing the medical device onto 
the market in its final form, 
wrapped and packaged. 

New 1. 
Definition: 
Clinical 
Investigation 
Plan 

Clinical trial protocol preferred 
term internationally to 
differentiate from drug trials is 
“Clinical Investigation Plan”.  
Suggest adding definition. 

Add Definition: 
 
Clinical Investigation Plan means a 
document that describes the 
rational, objectives, design, 
methodology, monitoring, statistical 
considerations, organization and 
conducting of clinical inventions. 

12 6(1)(d) The inclusion of the name and 
physical address of the holder of 
the license as per regulation 
13(1)(a)(i) or 13(1)(a)(ii) on the 
label is not feasible for 
unregistered products where 
multiple importers may be 
importing the same device.   
 
It also means that the importer 
may need to relabel, placing them 
into a manufacturer category. 
 
It would not be feasible for an 
international manufacturer to 
insert the names and addresses of 
multiple importers of their 
product into South Africa. 
 
Where a product is registered the 
name and address of the holder of 

Remove sub-regulation 
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Page Ref Comment Proposed Change 
registration certificate will be the 
same as the license holder. 

14 7(1)(a) Trends internationally is for IFU’s 
to be provided electronically by 
way of a url or QR code. 
 
Therefore suggest adding this as 
an alternative to physically on or 
attached to or packed with the 
product. 

Add following text to 7(1)(a): 
 
….. or be available electronically by 
following URL link or QR code. 

14 7(2)(c)(i) The inclusion of the name and 
physical address of the holder of 
the license as per regulation 
13(1)(a)(i) or 13(1)(a)(ii) is not 
feasible for unregistered products 
where multiple importers may be 
importing the same device.   
 
It also means that the importer 
may need to amend the 
instructions for use, placing them 
into a manufacturer category. 
 
It would not be feasible for an 
international manufacturer to 
insert the names and addresses of 
multiple importers of their 
product into South Africa. 
 
Where a product is registered the 
name and address of the holder of 
registration certificate will be the 
same as the license holder. 

Remove sub-regulation. 

18 8(1)(a) Trends internationally is for IFU’s 
to be provided electronically by 
way of a url or QR code. 
 
Therefore suggest adding this as 
an alternative to physically on or 
attached to or packed with the 
product. 

Add following text to 8(1)(a): 
 
….. or be available electronically by 
following URL link or QR code. 

18 8(8)(c)(iii) The inclusion of the name and 
physical address of the holder of 
the license as per regulation 
13(1)(a)(i) or 13(1)(a)(ii) is not 
feasible for unregistered products 
where multiple importers may be 
importing the same device.   
 

Remove sub-clause 
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Page Ref Comment Proposed Change 
It also means that the importer 
may need to amend the 
instructions for use, placing them 
into a manufacturer category. 
 
It would not be feasible for an 
international manufacturer to 
insert the names and addresses of 
multiple importers of their 
product into South Africa. 
 
Where a product is registered the 
name and address of the holder of 
registration certificate will be the 
same as the license holder. 

22 9(1) An application for the registration 
of a medical device must be made 
in respect of each medical device 
or modification thereof. 
 
The wording seems to indicate 
that each individual medical 
device and its size variants etc may 
be registerable individually. 
It is assumed that this is not the 
intention as doing so would result 
in a completely unworkable 
situation. 
 
The regulations should be clear 
about what has to be registered. 
 
This could be a “system” – 
collection of medical devices 
which together make up a 
construct such as the four 
components of a knee 
replacement. 
 
It would also be group or family, 
such as all sizes of a specific design 
of femoral component, which 
itself is part of a total knee 
replacement system. 

Rephrase to: 
 
An application for the registration 
of a medical device family or type or 
modification as determined by the 
Authority and published as a notice 
in the Government Gazette, 
providing details of the medical 
device or IVD Medical Device 
Classes, types, groups or families as 
the case may be. 

23 9(4)(e)(i) Certificates issued by a conformity 
assessment body, test results and 
inspection certificates – for the 
medical device for which the 
application is being made, issued 
by a conformity assessment body. 

Add sub-regulation 9(4)(e)(iv) 
 
As determined by the Authority 
based on the Risk Classification and 
other considerations and published 
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Page Ref Comment Proposed Change 
 
The availability of certificates, test 
results and inspection certification 
related to the product will depend 
on a number of factors and not 
universally available for all 
products on the South African 
market, which are also locally 
manufactured, where the risk 
classification or regulatory route 
relies on a Declaration of 
Conformity by the original 
manufacturer,  

as a notice in the Government 
Gazette with the call up notice. 

    
27 13(1)(a)(ii) Align economic operator 

definitions with international 
norms by adding “importer” to 
Distributor. 
 
The definition for Distribute and 
Distributor in the principle Act 

Replace with: 
 
To import and distribute a medical 
device, which may include the 
include the import, export, 
distribution and sale of medical 
devices. 

27 13(1)(a)(iii) Align economic operator 
definitions with international 
norms by adding distributor to 
Wholesaler 

Replace with: 
 
To Wholesale distribution of a 
medical device. 

27 13(1)(c)(i) The particulars of the “owner of 
the business” is not a concept 
currently used, and may be 
difficult to determine in the case 
of listed companies or local 
subsidiaries of foreign owned 
companies. 

Replace “owner of the business” 
with Chief Executive Officer, 
Managing Director, Partner, 
Member, or Owner, as the case 
may be. 

27 13(1)(d) List of Products to be 
manufactured, imported or sold to 
be specified upon application for a 
license referred to in Section 
22C(1)(b) results in a license being 
issued only for specific Classes of 
medical devices or IVD Medical 
Devices  and the activities 
associated with those classes. 
 
Section 22C(1)(b) makes no 
provision for licenses to be issued 
for certain classes of medical 
devices or IVD Medical Devices .   
 
There is also no requirement 
under 13(5) for the Chief 
Executive Officer to keep a record 

Remove 
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Page Ref Comment Proposed Change 
of products manufactured, 
imported or sold. 
 
There is similarly no similar 
requirement in any recognized 
jurisdiction or for medicines 
licenses or pharmacy council 
licenses to list products. 
 
While this requirement seems to 
make some sense given that 
medical device product 
registration has not yet been 
commenced, it does result in 
some un-intended negative 
consequences: 
There are limitations placed on 
license holders which were not 
intended in the principle act and 
may therefore be ultra vires. 

27 13(7)(e) Requirements to amend any 
details of the license, including 
inter alia the medical devices to be 
manufactured or sold. 
 
Combined and a logical 
progression from 13(1)(d) requires 
license holders to apply for an 
amendment to their license for 
product changes. 
 
While some relief has been 
provided for amendment which 
don’t result in changes to any 
other aspects of the license such 
as those in section 18 of the 
application forms it does result in 
additional workload for an already 
over stretched Authority, delays in 
license approvals and other 
Regulator responsibilities, which 
are entirely avoidable and 
inefficient and impractical. 

Remove 

33 18(2)(c) Spelling error Curriculum vitae 
34 18(6)(b) Provisions for reporting of adverse 

events during clinical performance 
assessment is weak and should be 
brought into alignment with the 
exiting guideline on vigilance and 
reporting of adverse events and 

Add in terms of section 19 of these 
regulations or “As determined by 
the Authority” 
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Page Ref Comment Proposed Change 
section 19 of these draft 
regulations. 

36 18(9) 
New section 

Mandatory minimum insurance 
for trial related adverse events 
should be included in the 
regulation. 

Add: 
 
“Compensation for any damage 
suffered by a subject resulting from 
participating in a clinical 
investigation should be in place in 
the form of insurance that is 
equivalent as regards its purpose 
and which is appropriate to the 
nature and extent of the risk.” 

36 19 Expand title of the section to 
match either the guideline or use 
title from the previous regulations. 

Replace with: 
 
RECALL, ADVERSE EVENT and POST-
MARKETING VIGILANCE REPORTING  
 
Or 
 
Adverse Event reporting and 
Vigilance. 

38 20(1) The regulation cannot defer to 
guidelines to create 
law/requirements, and there is 
information in the definition of 
custom made medical devices, 
which should rather be 
incorporated here. 

Replace with: 
 
20(1) A medical device which is 
custom made must be in 
accordance with: 
20(1)(a) a written order given by a 
person authorized to do so by 
virtue of their professional 
qualification; and 
20(1)(b) specific design 
characteristics; 
20(1)(c) which is intended for the 
sole use of a particular named user; 
or 
20(1)(d) as determined by the 
Authority. 

38 21(6) 
New section 

Implant Card provision should be 
added to the Regulations 
 
According to the MDR guidance 
((EU) 2017/745), implant cards are 
intended for patients to be able to 
identify information about devices 
that is published elsewhere, for 
example in Eudamed. It is also 
intended for the patient to identify 
themselves in case of field safety 
corrective action (FSCA) or other 
issue. 

21(6) Where practical, Implant 
Cards should be issued to patients 
which reflects the following 
information: 
 
21(6)(a)Device name; 
21(6)(b)Serial number or lot or 
batch number; 
21(6)(c)Unique device identification 
(UDI) in human and machine 
readable format; 
21(6)(d)Name, address and the 
website of manufacturer; 
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Page Ref Comment Proposed Change 
 
Emergency clinical staff or first 
responders may also use implant 
cards to obtain information about 
special care or needs for patients 
in emergency situations. The 
implant card must be provided to 
patients by healthcare 
professionals, which implies that 
Member States must draw up 
specific legislation. Manufacturers 
are asked to create an informative 
instruction leaflet to instruct 
healthcare providers in the use of 
the implant card, and the 
effectiveness of these instructions 
must be verified by a usability 
study. For ease of use, the implant 
card should have the same size 
and shape as a credit card. 

21(6)(e)Device type. 
 
In addition, the patient and the 
healthcare provider must be 
identified on the implant card: 
 
21(6)(f)Name of the patient and 
patient ID; 
21(6)(g)Name and address of the 
healthcare institution which 
performed the implantation; 
21(6)(h)Date of implantation. 
 

  Transitional Arrangements 
required for unregistered Medical 
Devices and IVD Medical Devices  
 

Add: 
 
Transitional Arrangements. 
 
Transitional arrangements 
regarding unregistered medical 
devices and IVD Medical Devices  
(1) An unregistered medical device 
or IVD Medical Device sold in the 
Republic at the time of the 
commencement of these 
Regulations is, subject to regulation 
9, considered to be sold legally until 
such time as the call-up notice 
period referred to in sub-regulation 
(2), for the medical device or IVD, 
has expired. 
(2) The Council must, from time to 
time, issue a notice in the Gazette 
calling for the registration of 
medical devices and IVD Medical 
Devices  which notice must— 
(a) stipulate which classes of 
medical devices and IVD Medical 
Devices  must be registered; and 
(b) provide for the conditions and 
time periods for the application for 
registration. 
(3) Despite sub-regulation (1), the 
Council may require a medical 
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Page Ref Comment Proposed Change 
device or IVD Medical Device to 
comply with the requirements that 
the Council may determine in order 
to ensure that the medical device or 
IVD Medical Device meets the 
Essential Principles of safety and 
performance, determined by the 
Council. 
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