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1. Introduction 
 

SALDA is the South African Laboratory Diagnostics Association. SALDA represents 40 

IVD manufacturers/importers operating in South Africa. This number represents 

more than 90% of the industry. 

 

Members of SALDA are also members of the SA Medical Device Association (SAMED), 

and as such support the SAMED position and submission on the Medicines 

Amendment Bill. 

 

SALDA makes this submission to the Honourable Portfolio Committee, as it wishes to 

highlight the specific subject-matter it deals with on a daily basis.  

 

SALDA welcomes the envisaged regulation of devices. SALDA wants the regulatory 

system to be based on the best possible legal framework. It is therefore making 

practical suggestions below in view of ensuring an Act which will lead to effective 

regulation of the field of in vitro diagnostics (IVD). 

 

2. What does SALDA want, in the end? 
  

In the end, SALDA proposes:  

 

2.1 The insertion of a definition of IVD into the Act and an amendment to the 

current Medical Devices definition into the Act; 

2.2 The insertion of a separate chapter in the Medicines Act for all aspects of IVD 

and Medical Devices to be legislated through the Act, as is done in many 

comparative jurisdictions (refer section 11 below and Annexure A for 

examples);  

2.3 Changing the definition of “product”, to exclude medical devices and IVD from 

its ambit in the case of a separate Chapter being inserted; and 

2.4 Mandating the Authority to establish Device and IVD divisions within the 

Authority; 

 

so that the provisions leading to device and IVD regulation will be meaningful and 

implementable. 

 

In the event that this Honourable Committee decides that separate sections for IVDs 

(as proposed in 2.2 and 2.3) are not required, we submit our specific proposals for 

where changes are needed in Annexure B, in order to ensure that the relevant 

sections are changed so that they will be appropriate to the IVD field. 

 

3. What is IVD? How does it help patients? 
 

One can explain the role that IVD plays in healthcare, and how it is different from 

other medical devices, through the following example: 

 

A person experiencing persistent cough for 2 months and who is losing weight goes to the 

local clinic. The doctor examines him and considers the following conditions: Tuberculosis 

(TB), pneumonia (inflammation of the lung), asthma or lung disease as a result of HIV. 

  

In order for the doctor to make the right diagnosis and treat the patient correctly, she has to 

order: 



 4 

• Laboratory tests – to check for signs of infection and anaemia (low iron in the blood), HIV 

test to establish whether the patient also has this infection, sputum to look for TB or other 

infection 

• X-ray of the chest – to check for signs of lung damage 

 

For the laboratory tests, the doctor has to take samples from the patient. In this case, the 

doctor will take a sputum sample, i.e. mucus or phlegm which the patient coughs up and draw 

blood. The samples are then sent to a central laboratory. In the laboratory the sample is 

processed.  

 

The following things are used to process the sputum and blood samples: large instruments, 

mixing reagents (a reagent is a chemical used to react with something in the sample), skilled 

Medical Laboratory Technologists and a microscope exam. The results of all of this are then 

given to a pathologist who interprets the results and forwards this to the doctor.  

 

The doctor who ordered the tests then uses this information together with other test results, 

the X-ray results and her clinical examination to make a conclusive diagnosis. Based on this, 

the correct treatment will be decided on.  

 

The doctor will continue to monitor the patient's progress using laboratory tests to ensure that 

the treatment is working and not leading to side effects like liver and kidney damage, for 

which blood or other tissue tests may need to be done.  

   

 

From the above one notes the following: 

 

• More than one component makes up the IVD device in a particular field. It 

can include more than one “machine” and various reagents. Also see example 

below under international tendering on PCR tests. 

 

• The risk does not lie in the equipment or the test itself. The results, as it 

comes out of the laboratory, have to be interpreted correctly. This makes IVD 

different from other medical devices, like the X-ray where the device is in direct 

contact with the patient. Therefore there is risk to the patient. 

 

 
 
 

 

Figure 1: Reagents & software (above left); 
Figure 2: TB lab (above);  
Figure 3: PCR master cycler (right) 
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WHAT DOES THIS MEAN FOR THE CURRENT LEGISLATIVE PROCESS? 

 

This means that the IVD field is different from other medical devices. In many other 

countries one therefore finds separate regulations dealing with IVD, empowered by a 

specific section or sections in an Act. This ensures that the unique elements of the 

IVD sector are properly regulated. 

 

 

4. Risk classification 
 

The classification in the field of medical devices is as important as “scheduling” is in 

the medicine world. The Act at the moment does not mention this aspect at all. 

As stated above, the risk is in the result and the interpretation of the test results that 

would influence patient diagnosis and treatment. In the example above a negative 

diagnosis of TB in error will have serious implications for the patient and the 
community. Therefore, this test will be regarded as high risk. 

In terms of the IVD risk classification as proposed by the GHTF, it is possible to see 

how a test, such as a home pregnancy test, is classified as low to moderate risk. In 

contrast the example above on TB would fall under class D: 

 

Lab equipment 
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Effective treatment 
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Proper maintenance, correct spare parts, 
reagents are available and suitable for specific 

equipment 

Staff (medical laboratory technologists) knows 
how to use the equipment in the correct manner 

Trained pathologist in specific field is able to 
analyse the results which comes from the use of 

the equipment 

Doctor looks at various test results, which leads 
to the elimination and/or confirmation of certain 

conditions, e.g. TB and HIV 

Figure 4: Equipment and people involved in IVD, and the requirements set for each. 
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CLASS 

 
RISK LEVEL 

 
 EXAMPLES 

A Low Individual Risk and Low  

Public Health Risk 

Clinical Chemistry Analyser , prepared 

selective culture media  
B 

 
Moderate Individual Risk 

and/or Low Public Health Risk 

 
Vitamin B12, Pregnancy self testing,  

Anti-Nuclear Antibody, Urine test strips    
C High Individual Risk and/or 

Moderate Public Health Risk 

 
Blood glucose self testing, HLA typing,  

PSA screening, Rubella  
D 

 
High Individual Risk and High 

Public Health Risk 

 
HIV Blood donor screening, HIV Blood 

diagnostic 

 

 

WHAT DOES THIS MEAN FOR THE CURRENT LEGISLATIVE PROCESS? 

 

As the current Medicines Act creates scope for the scheduling of medicines to take 

place (section 22A(2)), it also has to create a specific space for the risk classification 

of medical devices and IVDs in particular, in the Act.  

 

 

5. International tendering 
 

The Amendment Bill makes provision for international tendering processes, under 

prescribed conditions. In this regard it should be noted that devices and IVDs are 

markedly different from medicine. Once a medicine is registered, manufactured and 

prescribed and dispensed by qualified professionals, the manufacturer or importer 

has no further interaction with the medicine. 

 

However, in devices, and also in particular in IVD devices, the medical device 

requires ongoing maintenance by qualified persons and operation by 

Medical Laboratory Technologists trained in the use of the particular equipment and 

the particular reagents. Spare parts are also a particular concern, as these have to 

be the correct parts and have to be immediately available. 

 

 

A well-known test is the PCR polymerase chain reaction test, used in HIV and other infectious 

diseases testing. This test is used in both the public and private sectors in South Africa. 

 

A basic PCR set-up requires several components (see picture below and figure 3 for another of 

the devices which may be used in PCR testing) and reagents. A thermal cycler for example 

heats and cools the reaction tubes in order to execute the PCR test.  

 

Should such a machine be imported through an international tendering process, there may be 

no or limited guarantees that the spare parts, or the other components which make up the 

whole testing system, will be available, or could be imported as a matter of urgency. There 

may also not be trained maintenance support available in South Africa for such a product 

imported through an international tendering system. 

 

 

From the above it is clear that international tendering in the field of devices could 

have a tremendous implication on the quality of services rendered, and, in the end, 

also on access to healthcare.  
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Figure 5: An IVD “device” – a complex machine with many components, including software and many 
technical specifications 

 

6. The fourth hurdle in device registration 
 

Due to the complexity, and uniqueness of the IVD field, the requirements proposed 

to be met by the IVD sector in terms of the proposed section 15 will lead to 

unintended consequences and reduce competition in the market.  

 

There is considerable uncertainty relating to the application of the various criteria, 

and the end-objective of this provision. If it is to ensure that technology is 

appropriately acquired and used in the South African setting, and that costs are 

under control, various other and less intrusive mechanisms could achieve the same 

objective. The Certificate of Need, already in the National Health Act, envisaged a 

system of evaluation of technology, making this requirement superfluous. Health 

technology assessment by the funders of healthcare is another mechanism. 

Therefore this mechanism is superfluous and will only result in increased costs 

associated with bringing a product to market. 

 

The value chain in the IVD sector is also different from that in medicine, making the 

section 15(4)(d) requirements difficult to apply. Unlike medicine, the acquisition of 

equipment is a capital investment. The equipment is not used on, consumed by or 

sold on to a patient as is the case with medicine. Furthermore, the 

manufacturer/importer has no link with the doctor who requests tests from a 

pathologist. 

 

Another important consideration is incremental technological development which 

takes place in the field of IVDs. A piece of equipment could be developed, through 

what may seem minor and/or incremental change, to do more comprehensive or 

quicker tests, or to perform a totally different test. This development might not have 

been part of the initial purpose of the device. If this device is kept off the South 

De-capping 

Sorting 

Transport 

Analysis 

Receipt 

Centrifugation 
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African market initially, South Africa would be unlikely to benefit from such further 

refinements and developments in the capabilities of the equipment. 

 

It is a fact that IVD devices are important for:  

• the development of appropriate healthcare solutions,  

• the development of science and technology, and  

• creating appropriate technical skills on the use of the device, and similar devices, 

for South Africa.  

 

The above facts support the value of IVDs in South Africa, even if a particular device 

does not benefit “vulnerable people” (the definition of which is unclear), or even if a 

device is not addressing “epidemiological trends” in South Africa. 

 

 

WHAT DOES THIS MEAN FOR THE CURRENT LEGISLATIVE PROCESS? 

 

The inclusion of fourth hurdle criteria (through the proposed section 15(4)(d)) to the 

registration of IVD devices, will, in the end - 

 

• Discourage investment in this important field, with a resultant decrease in access 

to diagnostic healthcare;  

• Decrease scientific development and  

• Decrease competition, with an accompanying impact in price, due to fewer 

players in the market. 

 

 

7. Section 18A and B (bonusing, rebates, incentive schemes 

and sampling) 
 

SALDA supports the removal of perversities in the supply of IVD devices. However, 

the way in which section 18A (no bonusing, rebates and incentive schemes) and 18B 

(no sampling) is written will have unintended consequences. It will also outlaw 

acceptable practices, which benefit patient access to healthcare. 

 

The example above illustrated how a “device” in in vitro diagnostics can consist of 

various components, some of which can be physically separate from each other, i.e. 

can be totally different pieces of equipment, used in various stages of an analysis. 

 

Many business terms exists which in the end benefit patients and ensure that all 

parts of the test work, and that there is access to more expensive components, 

through financing agreements. These terms should not be regarded as perverse or 

as a violation of section 18A or B: 

 

• Cross-merchandising agreements are similar to the agreement people enter 

into with cell phone companies. Many people cannot afford to buy a hand-set, 

and the cost of the handset is worked into the call rates and other costs. The cost 

of the hand-set is “cross-subsidised” by the call rates and monthly fees. In the 

IVD field, many pieces of equipment which would not be affordable by 

laboratories, whether in the public or private sectors, are subsidised by means of 

consumables (such as reagents) being bought from the manufacturer monthly. It 

therefore provides the buyers with affordable terms in which to pay off the piece 

of equipment and ensure access to healthcare. Removing such financing 
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agreements would deny the South African patient population of access to 

appropriate IVD tests. 

• In instrument evaluation, good laboratory practice dictates that, before a 

laboratory acquires new equipment, that such equipment be placed in the 

laboratory, for its performance to be tested. The reasons for this may also relate 

to the space within a particular laboratory, or the workflow in it. Only after the 

laboratory is satisfied with the performance of the IVD device(s), will it acquire 

the IVD. If the laboratory does not want the particular IVD device(s), it will be 

removed. Such evaluation normally takes place over a 3 to 6 months period. 

• In product evaluation, a new test, for use with existing equipment, is provided 

to the laboratory to be used for a period of 3 to 6 months. The process works the 

same as with instrument evaluation, and is also part of good laboratory practice. 

 

 
 

• Warranties are an integral part of this field. Provision of replacement equipment 

under warranty should not be regarded as prohibited, although it may be 

supplied at no cost. 

• The pro bono provision of IVD equipment and reagents to facilities, whether 

they are public or private, or the donation of tests to individuals on a pro bono 

basis, should not be regarded as a violation of section 18B. 

• A transparent pricing model, based on economies of scale should be recognised 

as acceptable. 

 

 

WHAT DOES THIS MEAN FOR THE CURRENT LEGISLATIVE PROCESS? 

 

As the Amendment Bill currently stands the provisions of sections 18A and 18B 

would outlaw many practices which actually enhance patient access to healthcare 

and which ensure that laboratories are appropriately equipped to serve the needs of 

the SA population. 

 

 

Figure 6: Laboratory lay-out and instrument evaluation – the importance of equipment 
fit and workflow in a particular laboratory 
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8. Sampling at registration, Labels and User-manuals 
 

8.1 Sampling at registration application 

Section 15(1) will require all products to be sampled to the SAHPRA on application 

for registration. Given the range of products which, in the end, will be regulated by 

the Authority, the practicability of this requirement is questioned. With medicine, 

such sampling is quite easy, as the medicine will take the form of a pill or 

suspension, which does not take up space, and can be transported and stored easily. 

One can just imagine IVD suppliers providing the devices shown in the various 

figures above, to the Authority, and the logistical problems raised by such a 

requirement. 

 

In other jurisdictions manufacturers of devices are only required to provide the 

technical specifications document, i.e. they do not have to provide a physical sample 

of the device. 

 

8.2 Labelling 

Another example where the application of rules, designed for medicines initially, are 

not applicable to the same extent to IVD devices, is in the field of documentation and 

labelling.  

 

Although it is argued that anyone can ask for exemptions from any provision in the 

Act, the new Authority would not be able to cope with the exemption requests which 

will be flooding in, which in turn could cause extended regulatory delays, and detract 

from the real work of the Authority. Imagine the company involved in PCR tests, 

having to ask for exemption for all the different components which makes up the IVD 

device (See for example Figures 1, 3 and 5). 

 

Labelling the “immediate container” of a device depicted in figure 5 (a big box or 

crate) is markedly different than labelling the immediate container of a medicine (i.e. 

the bottle or pack which contains the medicine). Labelling the immediate container of 

the piece of equipment pictured in figure 5 will not help the user (Medical Laboratory 

Technologist) in using it; neither will it help the patient or anyone handling the 

equipment. A label on a bottle of pills does, however, help the patient, the 

pharmacist and anyone getting into contact with it. 

 

Labelling the device itself is also different. The device may have something engraved 

on it, or it may have parts not immediately visible or possible to label at all, such as 

the software which may accompany a device. Requiring re-labelling in such cases will 

be costly and in some cases impossible. As the IVD device is, for the greater part of 

devices not in contact with the patient, a general rule on labelling of all IVD devices 

will not work. 

 

Packaging may be very important in the IVD field. Ensuring that packaging of certain 

devices are sterile, and keep the device sterile may be of paramount importance, as 

is keeping certain devices away from magnetic fields. These criteria may not all apply 

as it does to medicine packaging. 

 

8.3 Package inserts versus instructions for use / user manuals 

Whereas the “instructions” for a medicine is found in a package insert and on the 

immediate container, the “instructions for use” / “directions for use” of IVD devices, 

as with many other devices, are found in its user manual and technical specifications 

documents. And unlike medicine, where warnings are printed on the package insert, 
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some warnings are put on the equipment itself, such as warnings relating to high 

voltage electricity. 

 

 

WHAT DOES THIS MEAN FOR THE CURRENT LEGISLATIVE PROCESS? 

 

The deletion of the word “medicine” and its substitution with the word “product” in 

the Amendment Bill does not make sense in all cases for legislation to result in 

effective regulation of IVDs. This creates absurd results and requirements in some 

cases, some of which are impossible to fulfil by IVD manufacturers/importers. 

 

 

9. The inappropriateness of the criterium (therapeutic) 

efficacy1  
 

The phrase “therapeutic efficacy” refers to the treatment or cure of a patient. In the 

example above, the TB test has no therapeutic efficacy in itself – it does not cure, or 

assist in the curing of the patient’s TB. Therefore this criterium is not applicable to 

the IVD field. 

 

The word “efficacy” in the Medicines Act has always being associated with this 

specific meaning. The dictionary meaning of “therapeutic” confirms this as “relating 

to the treatment of disease or disorders by remedial agents or methods, providing or 

assisting in a cure, a therapeutic rather than a diagnostic speciality”.2 

 

Looking at other jurisdictions,3 medical devices and IVDs are always measured 

against the criteria of whether the device fulfils its intended purpose or intended use, 

is safe, and of good quality, and not in terms of “efficacy” or “therapeutic efficacy”. 

 

 

WHAT DOES THIS MEAN FOR THE CURRENT LEGISLATIVE PROCESS? 

 

The use of the phrase “therapeutic efficacy” and the use of “intended purpose AND 

efficacy” will create confusion and will impose standards on IVDs which it cannot 

meet. 

 

 

10. Licensing requirements and enforcement – why different 
quality standards and why not a pharmacist? 
 

From a manufacturer/importer’s perspective, the people who would be responsible, 

similar to a responsible pharmacist in the pharmaceutical company, is the Quality 

Assurance Manager. Therefore all references in the Amendment Bill to a pharmacist 

and pharmacologist are not appropriate in the IVD field.  

 

In addition, the person(s) who supervise the manufacturing and importation 

processes are not responsible pharmacists as is the case in medicine. The General 

                                                 
1  Refer proposed amendments to sections 14(3)(a)(iv), 20(1)(b), 22(1)(a)(ii). 
2 Definition as per Merriam-Webster.com. 
3 Malaysia, Canada, Australia, EU Directive, etc. Also refer GHTF documents in this regard. All refer to the 
use, or intended purpose of the device, NOT to its efficacy or therapeutic efficacy. 
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Regulations, issued in terms of the current section 22C, requires a manufacturer to 

have a responsible pharmacist in its facility to oversee good manufacturing practice. 

 

The following professionals are involved in the IVD manufacturing / import field: 

• Engineers 

• Application specialists 

• Medical Laboratory Technologist 

• Medical Practitioners 

• Pathologists 

 

Some of these professionals are registered at the Health Professions Council of SA 

(HPCSA); others are registered with the Engineering Council. 

 

 

WHAT DOES THIS MEAN FOR THE CURRENT LEGISLATIVE PROCESS? 

 

Requiring of IVD manufactures/importers to employ a regulatory pharmacist, or to 

require of inspectors to be accompanied by such a person, would be without 

purpose, as a pharmacy is not the correct expert in this field.  

 

 

11. Provisions applicable to medical devices and IVDs have to 

be specific, and in many cases separate from general “product” 
provisions 
 

In the examples provided above illustrated that IVDs are by their very nature 

different from medicines, and different from other medical devices. In order to 

ensure appropriate and effective regulation, Parliament has to provide a clear 

mandate to the future regulatory authority, as to what will be required for such 

effective regulation.  

 

The Authority also needs to be mandated to establish a specific Office or Division of 

the Authority to deal with such regulations. 

 

The FDA has a separate office on devices within the Centre for Devices and 

Radiological Health, called the Office of In Vitro Diagnostic Device (OIVD) Evaluation 

and Safety. Malaysia has established a Medical device Bureau in 2005, SAMED has 

proposed that the basic structure of the SAHPRA, as also supported by the Ministerial 

Task Team Report.4 In Malaysia they have 11 (eleven) Technical Committees for 

medical devices, illustrating the complexity and diverse nature of device regulation. 

 

Without a complete and practicable empowering Act, the whole effort of regulating 

IVDs and medical devices would come to nothing.  

 

Effective, enforceable regulation is important, in order to protect patients, to ensure 

accurate diagnostic tests, and to ensure that unscrupulous players do not exploit the 

market. 

 

                                                 
4 Ministerial Task Team Report on the restructuring of the Medicines Regulatory Affairs and Medicines 
Control Council and Recommendations for the new Regulatory Authority for Health Products of South 
Africa, February 2008. 
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Country Empowering provisions in Act/Law Date Subsequent regulations 

Argentina Medical devices covered in National Act 2004 Separate resolution on devices, and 
IVDs classified separately 

Australia Medical Devices dealt with in a separate 
chapter in the Act 

 Separate device regulations – but 
separate IVD regulatory framework 
forthcoming5 

Brazil Medical devices regulated separately by 
Law 3660 of 1976 

2006 Separate resolution and regulation for 
IVDs 

EU Directives of medical devices, separate 
directive for IVDs 

1998 Each country gives effect to the 
mandates of the Directives in their 
own laws 

Canada Separate provisions in Foods and Drugs Act 
for devices 

1985 Separate regulations with the 
separate device regulations for IVD 

India Medical Devices Regulation Bill proposed 
with a separate Authority for devices 

2009 - 

Korea Separate Medical Device Act  2008 - 

Malaysia Separate Medical Device Act 2005 Separate sets of regulations for 
medical devices 

Mexico Specific article in General Health Law on 
devices 

 Unit dealing with devices, with 
biomedical engineers; harmonisation 

USA Food and Drugs Act has separate section on 
IVDs 

Rev 
2007 

Separate guidelines, etc issued by a 
specialist office on IVDs 

 

 

WHAT DOES THIS MEAN FOR THE CURRENT LEGISLATIVE PROCESS? 

 

The lack of specific, clear and appropriate empowering provisions in the Amendment 

Bill could seriously jeopardise any subsequent regulations issued in terms of the Act, 

as such regulations, or even the provisions in the Act itself could be challenged for 

being ambiguous and/or vague, for rendering absurd results, or that the regulations 

are ultra vires the Act.  

 

 

12. Other minor amendments required to make the Act 
enforceable and applicable to the IVD field 

 

Due to the nature of IVDs, post-marketing (post-registration) requirements are very 

different from those in the medicines field. At the moment, the Act focuses on certain 

post-registration requirements, such as advertisements and the requirements of 

prescription (scheduling) and licensing of professionals. Although these are also 

applicable in the cases of some devices, it does not cover the standard post-

marketing requirements for devices in general, and for IVDs in particular. Issues 

such as usage and operation, maintenance and calibration, staff, etc are included.  

 

Some other minor amendments have to be made in the Bill before Parliament: 

 

• Section 36’s heading ‘‘Exclusion of any drug from operation of Act” still only 

refers to medicines, but its contents refer to all products). 

 

• The Title of the Act refers only to “medicines and related” substances. However, 

the definitions and changes in the Bill make it clear that the intention is to 

regulate more than just medicines and related substances. 

 

                                                 
5 http://www.tga.gov.au/devices/ivd-overview.htm. 
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• Although reference is made to it in the Ministerial Task Team Report, no 

provisions for Data protection have been inserted into the Bill. 

 

• There are no clear powers for the Authority, such as the power to enter into 

agreements with other authorities on efficiency alignments, i.e. recognising 

certain tests, quality marks or findings of other Authorities.  

 

• There are no clear lines of authority in the Authority – if a committee 

recommends that an IVD device actually fulfils its intended purpose, must the 

CEO accept such a recommendation, or can s/he override that? If s/he overrides 

it, what is the process which will be followed?6  

 

• In some sections reference is still made to the Director General, and in one other 

reference is made to the Director General or the Authority – this creates 

confusion as to what is actually meant and who will exercise the powers. 

 

 

13. SALDA Contact details 
 

Mr Hennie Rootman 
Chairperson 

SA Laboratory and Diagnostics Association 
Email: hennie@pathteq-qpl.co.za 

Mobile: 082 900 7374 

                                                 
6 SARS has been mentioned as an example in this regard. However, the Income Tax Act makes it clear 
that a decision of a staff member becomes a decision of the Commissioner. 
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Annexure A 
 

EXAMPLE OF A SEPARATE MEDICAL DEVICE AND IVD CHAPTER  

IN AN EMPOWERING ACT 

 

EXAMPLE 1:  

 

Australian Therapeutic Goods Act, 1989: 

 

Chapter 1: Preliminary (general provisions) 

Chapter 2: Register of therapeutic goods 

Chapter 3: Medicines and other therapeutic goods 

Chapter 4: Medical Devices 

(Each subsection below has a number of sub-sections, governing issues such as 

conformity assessments) 

4.1 Introduction 

4.2 Essential Principles 

4.3 Devices not in Register 

4.4 Offences 

Chapter 5: Advertisement and Counterfeiting 

Chapter 6: Administration 

 

EXAMPLE 2: 

 

Malaysian Medical Device Bill, 2008 and subsidiary legislation 

 

Malaysia is phasing in device regulation. The Bill and subsidiary legislation 

cover:  

 

Pre-market activities: 

design,  

manufacturing,  

import/export,  

packaging, labelling,  

storage 

Market placement activities:  

distribution,  

supply,  

advertising 

Post-market activities :  

surveillance and vigilence,  

installation,  

maintenance, calibration,  

repairs,  

operation, usage,  

decontamination, decommission, disposal 

 

EXAMPLE 3 : 

 

Canadian Food and Drugs Act, 1985 

 

PART I: Foods, Drugs, Cosmetics and Medical Devices 
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General 

Food 

Drugs 

Cosmetics 

Devices 

19. Prohibited sale of devices (use of device (purpose), injury to user or 

purchaser) 

20.1 Deception regarding devices (advertising, etc) 

20.2 Devices labelled or packaged in contravention of regulation 

21. Where standard prescribed for device 

(these provisions empower Health Canada to make the comprehensive 

regulations specifically for devices, as outlined below) 

PART II: Administration and Enforcement 

 

PARTS III AND IV 

 

Separate regulations include, amongst others, the following headings: 

 

• Definitions 

• Application (creates certain exemptions and makes specific reference to 

IVDs) 

• Classification of medical devices 

• General (manufacturer’s obligations, including performance “as intended”, 

labeling, quality system certificates, etc) 

• IVDs 

• Licensing and suspension 

• Distribution records 

• Etc. 

 

EXAMPLE 4: 

 

Should South Africa strive towards a possible future SADC device system, it may 

merit looking at the EU supra-national system 

 

European Union Directive on IVD Devices, 1998 

 

1. Scope and definitions  

Defines medical devices, IVD devices, ‘accessories’, manufacturers, etc. It 

should be noted that the directive also aims to address the issue of 

refurbishing of IVD devices, something which is not an issue on the medicines 

field. 

2. Placing on the market and putting into service 

3. Essential requirements listed in Annex 1  

(A: General (incl. intended use and purpose, safety of persons and property, risk; 

safety in design;  analytical sensitivity, diagnostic sensitivity, analytical 

specificity, diagnostic specificity, accuracy, repeatability,  reproducibility, 

including control of known relevant interference, and limits of detection; ); B: 

Design and Manufacturing requirements (incl for example sterility requirements 

and devices used for self-testing).  

4. Free movement 

5. Standards (harmonization) 

6. Committee on Standards and Technical Regulations 

7. Committee on Medical Devices 
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8. Safeguard clause (safety) 

9. Conformity Assessment 

10. Registration of devices and manufacturers 

11. Vigilance procedure 

12. European databank 

13. Particular heath monitoring measures 

14. Amendments to Annex II 

15. Notified bodies 

16. CE Marking 

17. Wrongly affixed CE marking 

18. Decisions in respect of refusal or restriction 

19. Confidentiality 

20. Co-operation between member states 
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ANNEXURE B 
 

SHOULD THE SALDA PROPOSAL FOR A SEPARATE CHAPTER IN THE 

AMENDMENT BILL NOT BE ACCAPTED, THE FOLLOWING CHNAGES HAVE TO 

BE MADE IN ORDER TO ENSURE THAT THE REGULATORY FRAMEWORK WILL 

BE SET APPROPRIATELY, AND WILL BE ENFORCEABLE: 

 

 

SALDA PROPOSAL NR 1: DEFINITIONS 

 

SALDA therefore proposes that the following definition be inserted in the Act. This 

will ensure that all possible tests and equipment which form part of the IVD sector, is 

covered by the law, and that patients are therefore protected in that tests and 

equipment are accurate: 

 

In vitro diagnostic medical device means a medical device, whether used alone 

or in combination, intended by the manufacturer for the in-vitro examination of 

specimens derived from the human body solely or principally to provide information 

for diagnostic, monitoring or compatibility purposes. This includes reagents, 

calibrators, control materials, specimen receptacles, software, and related 

instruments or apparatus or other articles.7 

 

SALDA proposal No 2: Regulations 

 

SALDA proposes the addition of the following provision in the Act (possibly under 

section 22A, or section 35). As section 35 already lists numerous regulations to be 

made, it may be worthwhile to divide section 35 into different parts, i.e. parts on 

medicine, parts on devices, etc.: 

  

The Minister may, on recommendation of the IVD Unit within SAHPRA, make 

regulations: 

On the classification of medical devices and in vitro diagnostic devices. 

 

SALDA PROPOSAL No 3: No Forth Hurdle 

 

SALDA supports the submissions made by SAMED previously in this regard, i.e. the 

removal of section 15(4)(d). IVD device registration should solely be based on 

scientific criteria, i.e. whether the device fulfils its intended purpose, if safe, and of 

good quality. 

 

SALDA proposal No 4: Bonusing, etc and sampling 

 

SALDA proposes the addition of the following sentence be added to sections 18A and 

18B in the Act: 

  

18A. No person shall …. Regulations will define the extent to which various business 

practices constitute unlawful bonusing, rebates or incentive schemes.  

                                                 
7 GHTF 2008 Principles of In Vitro Diagnostic (IVD) Medical Devices Classification 
http://www.ghtf.org/documents/sg1/sg1final_n045.doc. The GHTF is a voluntary consortium of 
representatives from medical device Regulatory Authorities and trade associations from around the world.  
Their documents are intended to provide non-binding guidance to Regulatory Authorities for use in the 
regulation of medical devices. 
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18B.(4) This section does not prohibit the provision of products to patients or 

institutions for bona fide pro bono purposes. 

 

SALDA proposal No 5: Sampling on registration, Labelling, etc 

 

Every place where the word “medicine” has been deleted and simply substituted by 

“product” has to be carefully evaluated for its appropriateness in the IVD field. 

Guidance can be sought from other countries which have comprehensively regulated 

this field (refer table below), by looking at both the empowering provisions, and the 

subsequent regulations adopted pursuant to such Acts/legislation.  

 

As far as sampling a device on submitting an application to the Authority is 

concerned, it should be evident (refer Figure 5 on what constitutes an IVD Device), 

SALDA proposes that the applicable section be changed as follows: 

 

15. (1) Every application for the certification and registration of a product shall be 

submitted to the Chief Executive Officer in the prescribed form and shall be 

accompanied by the prescribed particulars and samples of the relevant product, if 

reasonably practicable and if required by specific regulation applicable to the 

particular type of product and by the prescribed certification or registration fee. 
 

As far as labelling is concerned, SALDA proposes the following change to section 

18(1): 

 

18. (1) No person shall sell any product or Scheduled 

substance unless the prescribed requirements relating to labeling are adhered to 

immediate container or the package in which that product or Scheduled substance is 

sold bears a label stating the prescribed particulars. 

 

In cases where section 35 refers to only regulations relating to medicines, a 

review is required in order to make sure that all aspects of IVDs to be regulated, 

are indeed covered appropriately. 

 

For example, as far as “package inserts” are concerned, section 35(1)(ix) has to be 

amended to ensure that regulations could be made relating to the user manual and 

technical specification document of an IVD device: 

 

35. (1)(ix) prescribing the particulars in regard to the use thereof which shall be 

furnished with any medicine or Scheduled substance or device or IVD device sold, 

and the manner in which such particulars shall be furnished. 

 

SALDA proposal No 6: Correct standards to be applied to IVDs 

 

Section 14(3) must be changed to create certainty and to ensure the application of 

the correct standards to the correct type of product: 

 

(a) If after consideration of the application and after any investigation or enquiry 

which it may consider necessary the Authority is satisfied that the product in 

question— 

(i) in the case of - 

(aa) devices, that it is suitable for the purpose for which it is intended; or  

(bb) other products, that it is effective; and 
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(ii) complies with the prescribed requirements; 

(iii) is safe and of good quality; and 

(iv) is effective, 

it shall issue the applicant with a certificate to that effect. 

 

Section 20(1)(b) should be amended to read as follows: 

 

(b) in any advertisement make any claim to the effect that the purpose of a medical 

device or IVD device, or the therapeutic efficacy, if applicable, and effect of any 

product is other than stated… 

 

Section 22(1)(b) has to be amended to read as follows: 

(a) as soon as practicable after any product, other than a veterinary medicine, has 

been registered, medical practitioners, dentists, pharmacists and the person who 

applied for the registration of such product to be informed—  

(ii) of the therapeutic efficacy or the intended purpose in the case of devices and 

IVDs and of the effect of such product. 

 

SALDA proposal No 7: Pharmacists not the correct professionals to do 

quality control or be responsible in IVD companies 

 

27. Chief Executive Officer may grant such authority to such engineers, 

Medical Laboratory Technologists, analysts, pharmacologists, and pathologists or 

other appropriate specialists as he may consider necessary for the proper 

enforcement of this Act’. 

 

In terms of manufacturing/importation licensing, the regulations, currently issued 

and applicable to medicines manufacturers in terms of section 22C(6), not be made 

applicable as is, to the IVD sector, as it requires, inter alia, the presence of a 

registered responsible pharmacist. It is also important to add the specific laboratory 

standards into the empowering provision found in section 22C(1)(b): 

 

(b) The Authority may, on application in the prescribed manner and on payment of 

the prescribed fee, issue to a manufacturer, wholesaler or distributor of a product a 

licence to manufacture, act as a wholesaler of or distribute, as the case may be, such 

a product, upon such conditions as to the application of such acceptable quality 

assurance principles and good manufacturing, laboratory and distribution practices 

as the Authority may determine.’ 

 

SALDA proposal No 8: Regulations needed 

 

(1) That the current empowering provisions be carefully scrutinised for its 

appropriateness and applicability to the IVD field.  

(2) That the list of regulations to be issued under the Act, be included in section 35, 

in order tor provide clear guidance to the Minister and the future authority, as to the 

provisions required for effective regulation. 

 

As an example, SALDA quotes from the … regulations on IVDs, which shows for what 

issues empowering provisions may be needed for effective IVD regulation: 

 

 


