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Overview of the South African Regulatory Framework for GMOs
INTRODUCTION
A number of national and international regulations govern the use of genetically modified organisms
(GMOs) in South Africa. The aim of these regulations is to ensure that any activity with GMOs is assessed
with regards to potential risks to human health and the environment prior to undertaking any such activity.
Furthermore it aims to ensure that approved activities are conducted in a controlled manner including, if
necessary, strategies to mitigate any potential risks. This document discusses the key regulations with
regards to the use of GMOs in South Africa.

NATIONAL REGULATIONS
The Genetically Modified Organisms Act
The regulation of GMOs is principally governed by the Genetically Modified Organisms Act (GMO Act) and
its subsequent amendments and their applicable regulations. Specifically the two relevant acts are:



Genetically Modified Organisms Act 1997 (Act No. 15, 1997)
Genetically Modified Organisms Amendment (Act No. 23 of 2006)

These acts were put in place to allow the prudent and responsible use of GMOs in South Africa. This
encompasses the entire pipeline of GMO development including research and development (contained use
and field trial activities), production (general release activities), import and export, transport, use and
application of GMOs. Accordingly, these acts aim to ensure that any activity with a GMO in South Africa is
conducted so as to limit potential risks to the environment and to human and animal health and take socioeconomic considerations into account. The GMO Act and its amendment and the relevant regulations
monitor all activities with GMOs according to permits issued in terms of this act. A number of types of
permits can be applied for relating to the particular GMO activity, including permits for import, commodity
clearance, general release, field trials and contained use.
The GMO Act is implemented by the Directorate Genetic Resource: Biosafety of the Department of
Agriculture, Forestry and Fisheries. The Registrar of the GMO Act administers the act. Two regulatory
bodies namely the Executive Council and the Advisory Committee evaluate and decide on applications.
The Advisory Committee is composed of scientists with various scientific backgrounds. This body then
advises the Executive Council as to the level of risk associated with the activity and whether the permit for
that particular activity can be issued. This may include risk management strategies that may need to be
implemented should the permit application be approved. The Executive Council is the decision making
body made up of representatives from a number of government departments. If the Executive Council is
satisfied with the findings of the Advisory Committee and if other issues that may be brought up by the
Executive Council are resolved, including for example trade issues or consideration of public comments, a
permit for that particular activity may be issued by the Registrar. Inspectors ensure compliance to permits
approved under the GMO Act.
The National Environmental Management Biodiversity Act
The National Environmental Management Biodiversity Act (Act no. 10 of 2004; NEMBA), under the
Department of Environmental Affairs (DEA), confers to the South African National Biodiversity Institute

(SANBI), as one of its functions the responsibility to monitor and report on the environmental impacts of
GMOs released into the environment in South Africa. This function is performed by the GMO Research and
Monitoring unit of SANBI.
NEMBA also establishes a mechanism whereby the Minister of Environmental Affairs may request an
environmental impact assessment (EIA) of the GMO under the National Environmental Management Act
(Act no. 107 of 1998; NEMA).
The National Environmental Management Act
NEMA, also implemented by the DEA, provides established general principles for decision making with
regards to activities that affect the environment and promotes co-operative governance. The Act and
relevant amendments include:



National Environmental Management Act (Act no. 107 of 1998)
National Environmental Management Act Amendment Act (Act no. 8 of 2004)

DEA has provided general guidance with regards to the objectives of an EIA of GMOs, the criteria that may
trigger an EIA and the administrative procedure to follow should the trigger requirements be met (This can
be found in the document “Environmental Risk Assessment Framework for Genetically Modified
Organisms: A Guidance Document” available from DEA and on this website). To date an EIA for a GMO
has not been required under NEMBA and consequently an EIA under NEMA has not been conducted for a
GMO.
If an EIA of a GMO is conducted under NEMA and the outcome of the EIA is that the particular activity is
deemed acceptable the EC of the GMO Act nonetheless retains the authority to make a final decision on
the granting of the permit. However; if the EIA concluded that the particular activity with a GMO poses an
unacceptable level of risk then the EC may not instruct the Registrar to issue the permit (section 78 of
NEMBA).
Foodstuffs, Cosmetic and Disinfectants Act (FCD Act; Act No. 54 of 1972)
The FCD Act of the Department of Health (DoH) controls the sale, manufacture and importation of
foodstuffs, cosmetics and disinfectants to ensure their quality and safety. The HOD accepts the Codex
Alimentarius (see below) principles and guidelines for the food/feed safety requirements of GMOs as policy
for South Africa. Their general guidelines for the food/feed safety assessment of GMOs are included in the
“Guideline document for working with GMOs”, available on the DAFF website.
The DoH has also had mandatory GM food labelling regulations under the FCD Act since 2004. Regulation
25 states that foodstuffs produced through genetic modification – where they differ significantly from
existing foodstuffs in terms of their composition, nutritional value, mode of storage, preparation or cooking,
allergenicity or genes with human or animal origin – must be labelled. To date these requirements have not
been triggered for any of the GM products/foods on the South African market and as a result none of these
had to be labelled – i.e. these foods are considered equivalent to their conventional counterparts.
Consumer Protection Act
In 2008 the Consumer protection Act (CPA, Act No. 68 of 2008) was promulgated under the Department of
Trade and Industry (dti), which asserts that labelling is required for all GM goods (see Section 24 (6) of the
Act). Subsequently regulations (R. 293 of 2011) were published the requires food producers, importers and
packagers to choose one of three mandatory labels for GM foods: (i) “containing GMOs” where the GM
content is at least 5%; (ii) “produced using genetic modification” for food produced directly from GMO
sources; or (iii) “may contain GMOs” when argued that it is scientifically impractical and not feasible to test
food for GM content. Voluntary labels include: (i) “does not contain GMOs” where the GM content is less
than 1%; (ii) “GM content is less than 5%” where GM content is between 1% and 5%; and (iii) “may contain
genetically modified ingredients” if it can’t be detected. Draft amendments to the dti's GM labelling

regulations were published in October 2012, in essence only changing the wording from “labelling
genetically modified organisms” to “labelling genetically modified ingredients or components.” A significant
implication of this change is that individual INGREDIENTS will have to be labelled as “containing GM” in the
ingredients table and not the whole product as consumers are used to with the current, more obvious “nonGM” labels. To our knowledge these amendments have not yet been finalised (Jan 2016).

INTERNATIONAL REGULATIONS
The Cartagena Protocol
South Africa ratified the Cartagena Protocol on Biosafety in 2003. This protocol is focussed specifically on
regulating the transboundary movement of LMOs (living modified organisms), which are GMOs capable of
transferring or replicating genetic material, to minimise the potential risks posed by LMOs by ensuring the
safe transfer, handling and use of LMOs that may have negative effects on biodiversity or on human health.
Included in the revisions made in the GMO Amendment Act of 2006 are changes in the Act to ensure
compliance with the provisions of this protocol. Among these is the establishment of processes to ensure
that the required information to make an informed decision on the import of a LMO is available prior to a
decision on the import of a LMO. The Protocol has also established the Biosafety Clearing-House (BCH) as
a mechanism to facilitate the exchange of information on GMOs to enable compliance under the Protocol.
This includes information on scientific, technical, environmental and legal aspects on the transboundary
movement of GMOs. Text of the protocol can be found at http://www.cbd.int/biosafety/.
Codex Alimentarius
South Africa is a member of the Codex Alimentarius Commission and accordingly follows the Codex
principles and guidelines for the evaluation of the safety of food and feed derived from GMOs. This includes
a safety assessment of the food considering aspects such as the possible allergenicity, toxicity,
compositional analysis, evaluation of metabolites, possible effects of food processing, nutritional
modifications and other considerations. Such an evaluation of food and feed safety is necessary when
applying for a Commodity Import permit or a General Release permit in South Africa. The relevant Codex
Alimentarius principles and guidelines documents can be found at http://www.codexalimentarius.net/.
Please also refer to the more detailed document on these two international organisations and agreements
on our website.

