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Executive Summary
The first generation of genetically modified plants has been successfully adopted in
agriculture and in 2008 they were cultivated on 125 million hectares by 13.3 million
farmers in 25 countries1. The second generation of genetically modified organisms
(GMOs) that comprises food, feed and fiber with enhanced nutritional and/or quality
characteristics is nearing commercialization and the third generation is under
research and development. As Ukraine’s economy becomes more and more
integrated into the global economy (accession to the World Trade Organization,
negotiations of a free trade agreement with the European Union), the current trend
towards the GMO use will certainly not omit the country. In this situation, it is high
time for Ukraine to decide on its national policy towards GMOs and to (further)
develop a regulatory framework on commercial use of genetic modification according
to the chosen principles.
The OECD report of 2009 “The bioeconomy to 2030 - designing a political agenda”
recognizes regulations and the predictability of the regulatory framework as one of
the main factors influencing the development of biotechnology. The others are public
research support, intellectual property rights and attitude of the public towards
biotechnology products2. In this study we focus on regulations.
The study aims to review two regulatory systems governing the production and
consumption of GMOs – the EU and US system. Focus will be put on the following
three aspects: approval procedure for GMOs, GMO labeling and GMOs already
approved. We discuss briefly whether the EU will change its restrictive GMO policy
under the pressure of its trading partners, especially the USA. If yes, the question of
Ukrainian choice between the two rival models would lose its actuality. Further, we
comment on the interests of Ukraine – of economic and political character – which
form the basis for the country’s decision on the GMO issue. We argue that Ukraine
has already chosen to follow the EU in this respect, at least at the level of legislation.
Still, this step is not widely accepted as the issue of mandatory labeling of GMOs in
Ukraine shows. As a starting point, the current situation in Ukraine with regard to
GMOs is analyzed with the emphasis put on the gap between practice and the
principles set by lawmakers. Also, we are including some basic information on
genetically modified organisms (their definition, history and recent developments in
cultivation and trade) and on GMO handling in Russia as an additional feature.
Biotechnology is a very emotional and politically sensitive issue and there is still no
end of the debate on benefits and risks of GMOs in sight. Particularly, the industry
involved (seed industry and technology providers) and environmental/consumer
organizations have a completely diverse appreciation of the actual or potential
drawbacks and benefits of GMOs and products thereof. It does not fall within the
scope of this study to present in detail the current state of this debate. But one
should bear in mind that scientific community is not yet in a position to give a
definitive answer as to the dangers of GMOs for human health and the environment.

1

ISAAA Brief 39: Executive Summary “Global Status of Commercialized Biotech/GM Crops: 2008”.
ISAAA - International Service for the Acquisition of Agri-biotech Applications – is a biotech businesssponsored not-for-profit organization aimed at promotion of biotech use in developing countries. ISAAA’s
publications are the only Ge5e e lyor-9.8(O)l aAceoelu.2(caBB( i)-5. )6.-..4(-5.to-aoelci)-[( -0. i( -0. i (ss 0 TD0 lyor-I(..4(-1514 To
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1. Current Situation in Ukraine with regard to GMOs
1.1. The Ukrainian Regulatory System3
The Ukrainian regulatory framework with regard to GMOs is relatively new – with the
main law “On the state biosafety system for developing, testing, transportation and
usage of genetically modified organisms”4 (referred to further as the Law on
Biosafety or the Law) adopted on 30 May 2007 – and not yet fully completed. It is
also largely not workable. However, it should be noted that in the last months
several important issues, including the key mechanisms of GMO registration and
labeling, have been finally addressed by Ukrainian law-makers. The latest efforts of
the Cabinet of Ministers to regulate GMO handling in Ukraine give hope that the
system will start working soon.
Under the Law on Biosafety, regulatory and control responsibilities in the field of
GMO handling are divided amongst five central bodies: the Cabinet of Ministers and
the Ministries of Education and Science, Environment and Natural Resources, Health
Care and Agricultural Policy.
Table 1: Regulatory authorities for GMOs under the Law on Biosafety
Agency
Cabinet of Ministers

Jurisdiction
Ensures state regulation and control in the field of GMO
handling and genetic engineering activities;
Ensures measures regarding state support of genetic
engineering activities;
Coordinates the work of central executive authorities and
other executive bodies in the field of GMO handling and
genetic engineering activities;
Organizes international cooperation to ensure safe GMO
handling and the development of scientific knowledge in this
field;
Approves the procedure for state registration of GMOs
and products produced using GMOs5;
Approves the procedure for import of GMOs sources of food
products (GMOs for food use), feed and food products and
feed produced from GMOs6;
Approves the procedure for issuing permits for transit of
GMOs through Ukraine7;
Approves the procedure for authorization of genetic
engineering activities in the closed and open environment8;
Approves the procedure for state approbation (testing) of
GMOs in the open environment and for issuing permits for
such testing9;
Approves safety criteria for GMO handling in the closed
environment;

3

We provide up-to-date information on the Ukrainian regulatory system for June 2009.
The Law on Biosafety entered into force on 21 June 2007. For further detail on the law see: Justyna
Jaroszewska, Policy Paper No 16, Comment on the Law of Ukraine No 1103 “On the state biosafety system
for developing, testing, transportation and usage of genetically modified organisms”, German-Ukrainian
Policy Dialogue in Agriculture, 2007
5
Until now, approved for GMOs for food use (GMOs sources of food products) as well as food products,
cosmetics and medicines that contain GMOs or are produced using GMOs. See: the Resolution of the
4

8

Ministry of
Education and
Science

Ministry of
Environment and
Natural Resources

Ministry of Health
Care

Ensures the development of scientific and scientific-technical
potential in the field of genetic engineering activities;
Ensures protection of national and international patents
and other types of intellectual property in the field of GMO
handling;
Develops safety criteria for GMO handling and genetic
engineering activities in the closed environment;
Develops and improves the system of control over the
observance of safety rules in genetic engineering activities;
Authorizes genetic engineering activities in the closed
environment (e.g. laboratories);
Issues permits for import of non-registered GMOs for
the purposes of study, research and testing;
Carries out state ecological examination of GMOs
intended for use in the open environment;
Develops criteria for assessing risk of the potential impact of
GMOs on the environment;
Carries out state registration of plant protection agents
produced using GMOs;
Exercises state supervision and control over the observance
of biological and genetic safety measures with regard to
biological objects in the environment while creating, studying
and practical use of GMOs in the open environment;
Issues permits for releasing of GMOs into the open
environment;
Develops criteria for assessing risk of the potential impact of
GMOs and products produced using GMOs (including food
products) on human health;
Carries out state sanitary and epidemiological
examination of GMOs that are used in the open
environment prior to their state registration;
Exercises state supervision and control over the observance
of biological and genetic safety measures with regard to
humans while creating, studying and practical use of GMOs in
the open environment;
Carries out state sanitary and epidemiological
examination of products produces using GMOs;
Carries out state registration of GMOs for food use

Cabinet of Ministers No 114 of 18 February 2009 “On the procedure for state registration of genetically
modified organisms - sources of food products as well as food products, cosmetics and medicines that
contain GMOs or are produced using GMOs”. In force from 1 June 2009.
6
Still not approved. However, import of non-registered GMOs is regulated by the Resolution of the
Cabinet of Ministers No 734 of 20 August 2008 “On adoption of the procedure for issuing permits for
import of non-registered GMOs for the purposes of study, research and state testing” (in force from 1
January 2009).
7
Approved by the Resolution of the Cabinet of Ministers No 423 of 28 April 2009 “On adoption of the
procedure for issuing permits for transit of genetically modified organisms that are not registered in
Ukraine”. In force from 1 June 2009.
8
Still not approved.
9
Approved by the Resolution of the Cabinet of Ministers No 308 of 2 April 2009 “On adoption of the
procedure for issuing permits for conducting state approbation (testing) of genetically modified organisms
in the open environment”. In force from 1 June 2009.

9

(GMOs sources of food products) as well as food
products, cosmetics, medicines that contain GMOs or
are produced using GMOs;
Approves the list of food products for which inspections of the
GMO content is to be carried out as well as the list of relevant
methodologies for detecting and identifying of GMOs;
Carries out monitoring of food products produced using
GMOs to ensure that only registered GMO sources are used;
Ministry of
Ensures state testing and state registration of GMOAgricultural Policy
based crop varieties, GMO-based animal breeds,
microbiological agricultural and veterinary
preparations;
Exercises state supervision and control over the observance
of biological and genetic safety measures with regard to
agricultural plants and animals while creating, studying and
practical use of GMOs in the open environment at companies,
institutions and organizations of agro-industrial complex
irrespective of their subordination and ownership;
Carries out state registration of GMOs for feed use
(GMOs sources of feed) as well as feed additives and
veterinary preparations that contain GMOs or are
produced using GMOs;
Approves the list of feed for which inspections of the GMO
content is to be carried out as well as the list of relevant
methodologies for detecting and identifying of GMOs;
Carries out monitoring of feed produced using GMOs to
ensure that only registered GMO sources are used.
Source: the Law on Biosafety

As can be seen, the Cabinet of Ministers is mainly responsible for drawing up
secondary legislation for the execution of the3(en )6.1(2(een)5.7 17 0.48 t)7.8(h)0.3(efds t)7e e
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Having obtained the license, the company can start the research. For this purpose, it
can apply for a permit for import of non-registered GMOs with the Ministry of
Education and Science in accordance with the relevant procedure10. The permit is
issued on the basis of a scientific-technical examination as well as recommendations
from the Interagency Commission on Biosafety under the Ministry of Education.
In line with this procedure it is also possible to receive an import permit for nonregistered GMOs for the purpose of state11 testing in the open environment (field
trials). But first, a company intending to conduct a field trial must receive a permit to
this end. It is issued by the Ministry of Environment for a concrete GMO on the basis
of an ecological examination carried out by the Ministry itself. The permit should
specify conditions and a time period for the field trial. The relevant procedure was
approved by the Cabinet of Ministers in April 200912. Field trials are subject to
inspections by the Ministry of Environment and the Ministry of Health Care, which
control whether the company observes necessary biological and genetic safety
measures.
If the results of testing in the open environment are positive, the company may
decide to commercialize the GMO. As according to Article 15 and 16 of the Law on
Biosafety only registered GMOs can be released into the environment, produced, put
into circulation or imported into Ukraine13, the next step is to register the GMO
concerned. It occurs on the basis of its sanitary and epidemiological examination
conducted by the Ministry of Health Care as well as testing results. If the GMO in
question is considered biologically and genetically safe it can be registered (see
below the approval procedure for GMOs).
Table 2: GMOs and GMO products subject to mandatory registration under
the Law on Biosafety
GMOs or GMO products

Agency responsible for the
maintenance of the register
Ministry of Environment and Natural
Resources (Article 9)
Ministry of Health Care (Article 10)
Ministry of Health Care (Article 10)

Plant protection agents produced using
GMOs
GMOs for food use
Food products, cosmetics, medicines that
contain GMOs or are produced using
GMOs
GMO-based crop varieties

Ministry of Agricultural Policy
(Article 11)

10

The procedure is stipulated by the Resolution of the Cabinet of Ministers No 734 of 20 August 2008 “On
adoption of the procedure for issuing permits for import of non-registered GMOs for the purposes of study,
research and state testing”.
11
The Law on Biosafety contains provisions on “state” testing and permits to companies for “state” testing
of a GMO too (e.g. Article 7). However, in this case it is not the state (or a ministry on behalf of the state)
that conducts testing but a company. It might be that Ukrainian law makers wanted to underline the fact
that testing will be subject to inspections by competent state authorities and will lead to state registration of
a GMO in question.
12
Resolution of the Cabinet of Ministers No 308 of 2 April 2009 “On adoption of the procedure for issuing
permits for conducting state approbation (testing) of genetically modified organisms in the open
environment”. It came into force on 1 June 2009.
13
There are two exemptions from this requirement to allow for GMO research and testing: non-registered
GMOs can be imported into Ukraine for the purposes of study, research and testing and released into the
environment for the purpose of testing (Article 16 and 13 of the Law on Biosafety respectively).

11

GMO-based animal breeds

Ministry of Agricultural Policy
(Article 11)
Ministry of Agricultural Policy
(Article 11)
Ministry of Agricultural Policy
(Article 11)

GMOs for feed use
Feed additives and veterinary
preparations that contain GMOs or are
produced using GMOs
Source: the Law on Biosafety

According to the Law on Biosafety, the state register of GMOs is a specialized catalog
of GMOs that have undergone registration, with determination of their subsequent
economic use. GMO registers shall be established and maintained by different
ministries according to the intended use of a GMO or type of the product (food, feed,
cosmetics, etc.). As a consequence, one GMO shall have to undergo the registration
procedure under different ministries, e.g. a GMO for food use under the Ministry of
Health Care and the same GMO but for feed use under the Ministry of Agricultural
Policy. For the sake of transparency and costs reduction it would be advisable to
have registration of GMOs carried out by a single state agency. On specific issues it
would consult other relevant bodies (e.g. the Ministry of Agriculture as to varieties of
seeds derived from GM plants, the Ministry of Environment regarding ecological
examination of GMOs and the Ministry of Health Care regarding risks GMOs may pose
for humans). Also, it would be advisable to adopt the norm according to which a
GMO likely to be used as food and feed can only be authorized for both uses. Thus,
the situations when a GMO authorized only for feed use is found in food could be
avoided14.
The Law on Biosafety requires the registers of GMOs and GMO products to be placed
on the Internet website of the respective ministry as well as published in media on a
regular basis. Only confidential data under Ukrainian legislation can be kept secret
but the Law states clearly that information on the effects of GMOs on human health
and the environment can in no case be considered confidential15. According to Article
14 of the Law on Biosafety, first registration is limited to a maximum of 5 years and
may be renewed. The same article foresees the possibility of the competent authority
to reject registration of GMOs or GMO products if sound scientific information proves
that their designated use brings hazard to human health or the environment.
The time limits for the authorities to deal with applications seem to be advantageous
for interested companies - 120 days for registration of a GMO and 45 days for
granting or refusing permits for the activities that require such permits16, including
time periods for conducting relevant examinations (state ecological examination,
sanitary and epidemiological assessment). It should be noted that the resolution “On
14

E.g. the case of Starlink maize in the USA. In September 2000, a variety of GM maize known as
StarLink was detected in taco shells being sold for human consumption even though it was not approved
for this use and should only have been used for animal feed.
15
However, the Resolution No 114 of 18 February 2009 “On the procedure for state registration of
genetically modified organisms - sources of food products as well as food products, cosmetics and
medicines that contain GMOs or are produced using GMOs” states that the information contained in the
documents submitted for state registration of a GMO is confidential and may not be used without the
consent of the applicant.
16
I.e. import of non-registered GMOs for the purposes of study, research and testing, import of GMO
products for the purposes of study and research, transit through Ukraine of non-registered GMOs as well as
release of GMOs into the open environment.
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adoption of the procedure for issuing permits for import of non-registered GMOs for
the purposes of study, research and state testing” specifies different time limits for
issuing permits. It differentiates them according to the risks a GMO may pose to
human health and the environment. In particular, it introduces a 90-day period for
issuing permits for GMOs if their testing requires special precautionary measures and
a 270-day period if the Ministry asks the applicant for further information. It collides
with the Law on Biosafety, which states clearly that such period may not exceed 45
days. In case of such collisions, the Law prevails.
Finally, Ukraine has introduced mandatory labeling of GM food products (see below)
as well as post-market monitoring of GM food/feed products, which shall ensure that
only registered GMOs are used in their production (Article 10 and 11 of the Law on
Biosafety).
1.1.1. Approval Procedure for GMOs
On 18 February 2009, the Cabinet of Ministers adopted the Resolution No 114 “On
the procedure f1o1o0c12.w0D0.0918 0t4.1(-6.4(her(m0.-6(1 t)-8)-4.1 t)-81)-81
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not exceed 120 days from the day of its submission, including time periods for
conducting state ecological examination and/or sanitary and epidemiological
assessment.
The resolution does not state clearly that the results of the examination of
registration materials apply to registration of medicines only. Apart from that, the
relevant procedure is still to be approved by the Ministry of Health Care, which can
hamper registration of GMOs in Ukraine, at least GM medicines.
The grounds for the rejection of state registration are following:
-

negative conclusions of the state ecological examination and/or sanitary and
epidemiological assessment of the product in question;

-

negative results of the examination of registration materials (registration
dossier) for the medicine concerned;

-

if sound scientific information proves that the product brings hazard to human
health or the environment when used according to its destination.

The resolution became effective on 1 June 2009, so from that moment it is possible
to register GMOs in Ukraine. The procedure for import of GMOs has still to be
approved by the Cabinet of Ministers. Also other registration procedures under the
Law on Biosafety are still to be approved by the Cabinet of Ministers (for GMOs for
feed use, for feed additives and veterinary preparations that contain GMOs or are
produced using GMOs, for plant protection agents produced using GMOs, for GMObased animal breeds).
But it should be noted that there is already a registration procedure in place in
Ukraine with regard to GM plants. Once registered, they can be cultivated in Ukraine.
The procedure was introduced by the resolution of the Cabinet of Ministers “On
provisional order for importation, state testing, registration and usage of
transgenetic plants”17 of 1998, i.e. long before the entry into force of the Law on
Biosafety. It foresees the following stages of the registration procedure:
1) application for import of a GM plant for testing is submitted by a company to
the State Commission for Testing and Plant Varieties Protection under the
Ministry of Agricultural Policy (further the Commission), together with the
information on source and characteristics of the GMO concerned;
2) the Commission forwards the application to the Institute of Agricultural
Ecology and Biotechnology for an examination;
3) in case of a positive assessment of the Institute of Agricultural Ecology and
Biotechnology, the Commission together with the Interagency Council on
Regulation of Testing, Registration and Usage of Transgenic Plant Varieties
forwards to the Ministry of Agricultural Policy a proposal with regard to permit
for import;
4) import permit is issued by the Ministry of Agricultural Policy; such permit can
be issued only for GMOs that have received a positive opinion on the safety of
17

Resolution No 1304 of 17 August 1998.
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the genetic material introduced into the genome from the Interagency
Commission on Biosafety under the Ministry of Science and Education; for this
purpose the Interagency Commission on Biosafety conducts a risk
assessment;
5) the GM plant is included in the state plant variety testing program;
6) testing is carried out under control of the State Commission for Testing and
Plant Varieties Protection as well as the Interagency Council on Regulation of
Testing, Registration and Usage of Transgenic Plant Varieties;
7) food safety assessment is carried out by the Nutrition Research Institute
under the Ministry of Health Care; for this purpose samples of the GMO are
sent to this Institute by the Commission;
8) in the event of a favorable assessment the GM plant is approved;
9) the GM plant concerned is inscribed in the State Register of Plant Varieties of
Ukraine in the separate section thereof.
This registration process is very lengthy (3-4 years) and cumbersome. In total,
applications for 5 crops have been submitted so far (in 1997 and 1998) for Bt potato
of Monsanto (three varieties), Bt maize of Syngenta, gluphosinate-tolerant sugar
beet of Syngenta and Monsanto, rapeseed of Bayer and Roundup Ready maize of
Monsanto. They underwent field trials but none of them got final approval.
1.1.2. GM Crops Approved
No GMO has been approved/registered in Ukraine so far. As mentioned above, a
couple of GM plants underwent field trials under the resolution No 1304 but they got
no approval. It seems that the decision-making body was unwilling to take
responsibility with this regard. As the other resolution on registration - No 114 - is in
force from 1 June 2009 only, too little time has passed to assess its effects.
1.1.3. Labeling Policy
The history of introducing mandatory labeling of GMOs in Ukraine can be traced back
to 1991 when the Law “On Consumer Rights Protection”18 was adopted. Article 15 of
this law states that consumers have a right to information on the product, inter alia
on the presence of GMO components therein. But this labeling provision is unclear on
threshold and for this reason it has been difficult to enforce. The Law on Biosafety
does not regulate the issue of GMO labeling at all.
In 2007, for the execution of the Law “On Consumer Rights Protection” the resolution
“On issues of the circulation of food products that contain genetically modified
organisms and/or microorganisms”19 was adopted by the Cabinet of Ministers.
According to this resolution, food products with the GMO content above the
prescribed threshold – set at 0.9% - are subject to mandatory labeling. As a result,
import into Ukraine and sale of food products that have a content of more than 0.9%
18
19

Law No 1023-12 of 12 Mai 1991.
Resolution No 985 of 1 August 2007.
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of GMO material may only be possible under the condition that they are properly
labeled. Additionally, the resolution introduces a ban on imports, production and
sales of baby food containing GMOs.
This resolution was supposed to come into force on 1 November 2007 but was
cancelled by another resolution of the Cabinet of Ministers “On issues of labeling of
agricultural products produced using genetically modified organisms”20 of 21
November 2007. Although on 11 February 2008 the District Administrative Court of
Kyiv considered this action of the Cabinet to be unlawful, there were still no
requirements for GMO labeling in force in Ukraine for a quite long time.
Finally, on 13 May 2009 the Cabinet of Ministers passed the long-awaited (by
ecological groups) and rather dreaded (by food industry) resolution on mandatory
labeling of GM food products21.
According to this resolution, all food products that contain GMOs above the level of
0.1% shall be labeled. Also food products that do not contain GMOs but have been
produced using agricultural produce that contained more than 0.1% of GMOs require
labeling (they are called “food products produced using GMOs”). In practice, it meant
that all GM food products must be labeled as the 0.1% threshold is a measurement
error in laboratory testing for the GMO content.
Against the press speculations and several statements of relevant ministries, the
resolution was not postponed and came into force, as planned, on 1 July 2009.
However, on this very same day it was amended by the Cabinet of Ministers22. The
main aim of the amendments was to introduce a labeling threshold of 0.9%,
compatible with EU laws. It means that starting from 1 July 2009 food products,
available in Ukraine, which contain GMOs above the level of 0.9% as well as food
products that have been produced from agricultural produce that contained more
than 0.9% of GMOs must be labeled.
Further, food products that do not contain GMOs may be labeled as “without GMO”
on a voluntary basis. Such information is subject to control (checks) in accordance
with the procedure established by the State Office for Technical Regulations and
Consumer Policy. GM food products that are not labeled in accordance with the
above-mentioned procedure shall be withdrawn from the market.
It is worth noting that there have been several initiatives with the aim of regulating
mandatory labeling of GMOs by means of law23

20

Resolution No 1330 of 21 November 2007.
Resolution of the Cabinet of Ministers No 468 of 13 May 2009 “On establishing the procedure for
labeling food products that contain genetically modified organisms (GMOs) or are produced using GMOs,
and put into circulation”.
22
Resolution of the Cabinet of Ministers No 661 of 1 July 2009 “On amending the resolution of the
Cabinet of Ministers of 13 May 2009 No 468”.
23
Draft Law No 3037 of 1 August 2008 “On amending and supplementing the Law ‘On the state biosafety
system for developing, testing, transportation and usage of genetically modified organisms’”; Draft Law No
3230 of 26 September 2008 “On amending some laws of Ukraine with regard to information on presence of
GMO components in products” and Draft Law 4437 of 5 May 2009 “On amending Article 38 of the Law of
Ukraine ‘On safety and quality of food products’ (on informing consumers on the GMO presence)”.
21
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1.2. Practice
Taking into account that no single GM crop has got an approval in Ukraine so far,
cultivation of GMOs in Ukraine as well as their importation is illegal. Nevertheless,
according to the business insiders interviewed for the purpose of this study,
Ukrainian agriculture is not GMO-free. GMOs have entered the food chain supply in
Ukraine mainly through contaminated import consignments. Also, a GM potato was
reportedly developed in Ukraine in 1990s. Under the then conditions, it was
impossiblesU2.2(p.9(i.5(e)-1%(s)5)-nTw)Tj[(rt con5( U)7.1(w11.6(u)-e2er theroMnr99999999999999.
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present, there are four laboratories in Ukraine capable of detecting and identifying
GMO in food and other products: 2 laboratories in Kyiv (at the National Agricultural
University and the Ministry of Agricultural Policy – veterinary services) and two
smaller ones in the regions. Their capacity is too small to deal with the needs,
generated by the introduced mandatory GMO labeling. Moreover, the lack of
laboratories has been used by many as the main argument against the introduction
of GMO labeling in Ukraine. This problem has been recognized by the President, who
in his order of June 200926 called the Cabinet of Ministers to secure the creation of a
network of laboratories capable of detecting GMOs in food products until 1
September 2009.
As for GMO seeds, their potential spread in Ukrainian agriculture – when they
become legal – can be hampered by the poor enforcement of intellectual property
rights. Seed companies might be unwilling to sell patented seeds in Ukraine fearing
that farmers will not pay royalties for their use. Mostly, it would apply to wheat and
rapeseed (for maize and soy so-called hybrid seeds that cannot be saved are already
available on the market).
It is also worth noting that the application form for registration of new varieties in
Ukraine does not request any explicit information on GMO any more. This heading
was cancelled two years ago and at present applicants are expected to give the
information on GMOs under the heading “special criteria”.
2. Two Divergent Approaches towards GMOs – the EU versus USA
The European Union and the United States have implemented highly divergent
regulatory frameworks with regard to approval, marketing, import and labeling of
genetically modified organisms. That difference has been explained in terms of
consumers’ trust in regulatory bodies, activities of non-governmental organizations,
interests and behavior of the agro-biotechnology industry, behavior of farmers in the
EU block and the USA, the extent to which domestically produced crops are traded
internationally and others27
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trade-restricting GMO measures only to the extent they are supported by scientific
evidence on risks30. Under the principle of substantial equivalence in the USA, GM
food and feed that exhibit sufficient resemblance to their conventional counterpart
can be treated in the same manner with respect to food safety and do not require
extensive safety testing.
As a result, US regulations on GMOs are relatively permissive as opposite to
relatively restrictive EU laws. In the EU very few GM plants have been authorized for
commercialization so far and the total GM crop area covered 108,000 ha in 2008
while in the USA numerous varieties of biotech crops were cultivated on 62.5 million
ha in 2008. Also, the number of field trials to test new GMOs is much lower in the EU
than in the USA and the strict EU labeling policy has resulted in a very small number
of marketed GM food products31.
Below we review the European and American GMO regulatory frameworks with a
focus on the approval procedure as well as labeling regulations. Then the regulatory
polarization over GMOs between the EU and USA is discussed in more detail.
2.1. The EU Regulatory System
The European Union perceives genetically modified organisms as the result of a
specific production process. Therefore, it has developed a separate, specific system
of rules for GMO handling, which is in force since the early 1990s. Until 2004 there
was an unofficial moratorium32 on approval of new GMOs in place in the EU. Under
the pressure of its trading partners, especially the USA, in 2004 the EU replaced the
moratorium with a new revised legal system that addresses GMO safety, labeling and
tracking, creating the strictest code of laws governing GMOs in the world33.
states have ratified it (June 2009). The USA and Argentina – main exporters of GM crops - are not parties
of the Protocol. Neither is Australia and Canada. Brazil, China, India, Ukraine and the European
Community ratified the Protocol.
The key feature of the Cartagena Protocol is the advance informed agreement procedure. Under this
procedure, exporters are required to seek consent from an importing country before the first shipment of a
LMO intended for introducing into the environment (e.g. seeds for planting). In such case, they are obliged
to make accessible to the importing country all the information required for the safety assessment that
forms a basis for its decision. Based on the precautionary principle, the importing country can impose an
import ban because of the lack of scientific certainty. The precautionary principle in the Protocol is also
reflected in its preamble, its objective and Annex III on risk assessment.
30
Under WTO agreements, a country that wants to ban or restrict imports on grounds of safety has to
provide a definite proof of hazard. Otherwise it will be accused of putting up false barriers to trade. On
relations between the Cartagena Protocol and WTO agreements see e.g. Simonetta Zarrilli, International
trade in GMOs and GMO products: national and multilateral legal frameworks, UNCTAD 2005.
31
The companies active in the EU prefer to avoid using GM ingredients and not to have to label their food
as containing GMOs due to the risks of loosing customers, who are predominantly GMO-adverse.
According to the recent survey, 27 GMO-labeled food products are available for sale in the Czech
Republic, 18 in the Netherlands and Estonia, 6 in Spain, 3 in the UK and 1 in Poland. No GMO-labeled
food is available in Germany, Sweden, Greece and Slovenia. This market survey did not embrace all EU
countries. www.transgen.de/aktuell/986.doku.html
32
Rules for approval of GMOs were in place but no GMO had been approved in the EU from June 1999
until mid-2004. The USA and others named it “de facto moratorium” or “unofficial/informal moratorium”.
33
The most important legal acts in this field: Directive 2009/41/EC on the contained use of genetically
modified microorganisms – regulates research and industrial work activities involving GM microorganisms
(GM viruses, bacteria) in the closed environment (e.g. laboratories); Directive 2001/18/EC on the
deliberate release into the environment of genetically modified organisms – regulates the experimental
release of GMOs into the environment (field trials) and placing on the market of GMOs; Regulation

19

2.1.1. Approval Procedure for GMOs
Only approved GMOs can be placed on the market in the EU (placing on the market
covers import). Each case is evaluated separately. The approval/authorization
procedure is highly complicated and involves all Member States because, if
authorized, a GMO can be sold across 27 national markets for the next 10 years.
There are two legal acts governing authorization of GMOs in the EU:


Directive34 2001/18/EC on the deliberate release into the environment of
genetically modified organisms (provisions of Part C of Directive), which
regulates the placing on the market of GMOs (defined as products consisting
of or containing a GMO or a combination of GMOs) for cultivation, importation
and processing into industrial products;



Regulation35 1829/2003 on genetically modified food and feed that governs
the placing on the market of 1) GMOs for food and feed use36 and 2) GM food
and feed (defined as food and feed containing, consisting of or produced from
GMOs37) for cultivation, importation and processing into food/feed or
industrial products.

In the event of food or feed containing or consisting of GMOs, the application for its
approval can be submitted exclusively under Regulation 1829/2003 for the
environmental risk assessment under Directive 2002/18/EC to be carried out at the
same time as the safety assessment of the food and feed.
With regard to seeds, first a GM plant has to be authorized in line with Directive
2001/18/EC. Only then varieties of seed derived from this GM plant can be granted
varietal approval by individual member states. For this purpose tests are carried out
but the issue of environmental and product safety is not addressed as it was already
dealt with during the GMO authorization procedure at the EU level. When approved,
the variety is included in the national catalogue of varieties and can be marketed in
the member state concerned. Only when it is inscribed in the Common EU Catalogue

1829/2003 on genetically modified food and feed – regulates the placing on the market of GM food and
feed; Regulation 1946/2003 on transboundary movements of genetically modified organisms with the
exception of intentional movements within the Community – regulates movements of GMOs between the
EU and third countries; Regulation 1830/2003 concerning the traceability and labeling of genetically
modified organisms and the traceability of food and feed products produced from genetically modified
organisms – regulates labeling of GMOs and traceability.
34
Adopted by the Council in conjunction with the European Parliament or by the Commission alone, a
directive is addressed to the Member States. Its main purpose is to align national legislation. A directive is
binding on the Member States as to the result to be achieved but leaves them the choice of the form and
method they adopt to realise the Community objectives within the framework of their internal legal order. It
sets out minimum standards in the given field.
35
Adopted by the Council in conjunction with the European Parliament or by the Commission alone, a
regulation is a general measure that is binding in all its parts. A regulation is directly applicable, which
means that it creates law which takes immediate effect in all the Member States in the same way as a
national instrument, without any further action on the part of the national authorities.
36
According to Article 2 of Regulation 1829/2003, a GMO for food or feed use means a GMO that may be
used as food or feed or as a source material for the production of food or feed, e.g. sweet corn.
37
E.g. cornstarch.
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of Varieties of Agricultural Plant Species38 by the decision of the European
Commission, it can be marketed and grown in the entire EU. If the seed is intended
for use in food or feed, a GMO should be approved in line with Regulation
1829/2003.
Under Directive 2001/18/EC, an application (called notification) for approval of a
GMO must be submitted to the competent authority (CA) in the member state where
the GMO is to be placed on the market for the first time (see the graphic below). The
notification must contain particulars listed in Article 13 of Directive, including the
environment risk assessment39 done by the notifier (the company).
The authority examines the notification for its compliance with Directive 2001/18/EC.
It has 90 days from the date of receiving the notification to submit its opinion that
shall take the form of an assessment report and forward it to the notifier. In case of
an unfavorable opinion, the notification is rejected40 but the notifier may submit a
new application for the same GMO to the competent authority of another member
state.
In case of a favorable report, the authority sends the notification together with its
assessment report to the European Commission, which forwards the report to the
competent authorities of the other member states within 30 days (circulation of the
report). They and the Commission have then 60 days to ask for further information,
issue comments and raise objectives to the placing on the market of the GMO in
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1999/468/EC41 within 120 days. The Commission is obliged to consult the European
Food Safety Authority (EFSA)42 on the safety of the GMO in question. Then, the
Commission presents a draft decision to be voted in the Standing Committee on the
Food Chain and Animal Health (SCFC) composed of representatives of member
states. If the Committee accepts the draft decision with a qualified majority, the
Commission adopts the decision. If the draft decision is rejected or do not gain a
qualified majority, the matter is passed to the Council of Ministers and the European
Parliament is informed. The Council has then 3 months for approval or rejection the
draft decision with a qualified majority. If the Council rejects the draft, the
Commission must revise it. If the Council fails to act within this period or approves
the draft or cannot reach a qualified majority, the Commission gains the legal power
to adopt its decision. When the decision is favorable, the competent authority that
initially prepared the assessment report shall give its final consent to the notifier
within 30 days after the Commission’s decision is published.

41

Council Decision of 28 June 1999 laying down the procedures for the exercise of implementing powers
conferred on the Commission
42
The European Food Safety Authority (EFSA) is an EU agency established in 2002 by Regulation
178/2002 laying down the general principles and requirements of food law, establishing the European Food
Safety Authority and laying down procedures in matters of food safety. As risk assessor, its primary
responsibility is to provide independent scientific advice on all matters with a direct or indirect impact on
food safety. It covers food and feed safety, nutrition, animal health and welfare, plant protection and plant
health. One of its units is the Panel on Genetically Modified Organisms that provides independent scientific
advice on the safety of GMOs such as plants, animals and microorganisms (on the basis of Directive
2001/18/EC on the deliberate release into the environment of genetically modified organisms) and
genetically modified food and feed (on the basis of Regulation 1829/2003 on genetically modified food and
feed). For more detail visit the EFSA website: www.efsa.europa.eu
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Figure 1: Authorization procedure for GMOs under Directive 2001/18/EC

Source: the Author on the basis of Directive 2001/18/EC
To obtain authorization under Regulati
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check43, informs the other member states, the European Commission and the public.
The EFSA is responsible for the scientific risk assessment for provision of which it has
in principle 6 months. This period can be extended if supplementary documentation
is required. The EFSA asks the Joint Research Center (JRC)44 to carry out the
validation of the method of detection and identification of the GMO, which was
proposed by the applicant. If the application concerns GMOs to be used as seeds or
other plant-propagating material, the EFSA asks a national competent authority
under Directive 2001/18/EC to carry out the environmental risk assessment.
The EFSA submits its opinion on the GMO concerned to the European Commission,
member states and the applicant, including the report describing its assessment of
the product and stating the reasons for its opinion. The opinion is also made
available to the public and it has the opportunity to make comments. Within 3
months after receiving the opinion of the EFSA, the Commission is obliged to draft a
decision on granting or refusing approval and submit it to the Standing Committee
on the Food Chain and Animal Health. Article 7 of Regulation allows the decision of
the Commission to be based on “other legitimate factors” relevant to the matter,
besides the scientific opinion of the EFSA. As a result, the Commission decision may
be different from the opinion of the EFSA – in such a case written justification is
required. The final decision on the application is then adopted in accordance with the
above-described comitology procedure of Article 5 of Decision 1999/468/EC. It is the
European Commission that informs the applicant on the decision taken. The decision
is published officially in the Official Journal of the EU.

43

During the completeness check the EFSA checks whether every required particular of an application has
been submitted by the applicant. Only then the application is recognized as valid.
44
Joint Research Center (JRC) is the research centre of the European Commission made up of seven
different institutes located in five member states, each with its own area of expertise. The Institute for
Health and Consumer Protection as part of the JRC, based in Ispra, Italy, is responsible for the provision of
scientific and technical support to policy development under the EU regulatory framework for GMOs and
for the development of biotechnology expertise in areas relevant to health and consumer protection. It
operates the Community Reference Laboratory for GM Food and Feed. With regard to the applications for
GMO authorization, it validates analytical methods for the detection and quantification of GMOs in raw
materials and processed food whereas the EFSA GMO Panel looks into toxicity issues and safety. See:
http://ec.europa.eu/dgs/jrc/index.cfm and http://ihcp.jrc.ec.europa.eu
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genetically modified microorganisms) that have been given approval in the EU and 5
products subject to withdrawal. Until now, two GM crops only have been authorized
for cultivation in the EU: insect-resistant maize event of Monsanto MON 810 and
herbicide-tolerant maize event T25 of Bayer CropScience. Only the former is relevant
for farming and since 1998 no new biotech crop has been allowed to reach the EU
market for cultivation. Currently, there is a process under way for renewal of those
two authorizations46. Soy, cotton, sugar beet and rapeseed are authorized for food
and feed use only (they may be imported and/or processed but not cultivated).
2.1.3. Labeling Policy
The main objective of labeling of GMO products is to ensure that consumers can
make informed choice between GMO and conventional products. In general, labeling
of genetically modified products can be voluntary or mandatory. In case of
mandatory labeling, the regulation can target the presence of GMOs in the finished
product (only products with detectable traces of GMO materials are subject to
labeling) or GMO technology as a production process, where any product derived
from GMO is required to carry a label regardless of whether it contains any traces of
GMO material or not47.
The EU introduced stringent mandatory labeling regulations48 and its system is
process-based, not product-base, with wide coverage, few exceptions and a very low
threshold. Additionally, the EU has voluntary guidelines for labeling of non-GMO
food49.
The EU labeling requirements cover food, feed, additives, flavorings, products
derived from GMOs as well as food sold by caterers and restaurants50. In particular,
under EU law labeling is required for:
-

food which is a GMO or which consists of GMOs (it could be e.g. GM tomatoes
or GM salmon);

-

food, ingredients or additives which are produced from GMOs (e.g. oil from
GM soybeans or canola, sugar from GM sugar beets, lecithin from GM
soybeans, starch from GM maize);

-

food, ingredients or additives which contain GMOs (it could be e.g. yoghurt
with GM bacteria or wheat beer with GM yeast);

-

feed if it is made from GMOs.

46

According to Article 17 of Directive 2001/18/EC, following an application for the renewal of approval,
the company may continue to place the GMO on the market under the conditions specified in that approval
until a final decision is taken on the application for the renewal.
47
For more details on labeling of GMOs see: G. Gruere and S.R. Rao, A review of international labeling
policies of genetically modified food to evaluate India’s proposed rule, AgBioForum 2007
48
The EU as first introduced labeling of GMO products in 1997. In April 2004 new regulations came into
force.
49
Since May 2008, a GMO-free label can be used in Germany. Also Poland and Sweden have regulations
on a GMO-free label in place.
50
In case of gastronomic facilities, meals and beverages must be labelled if they consist of, contain or are
produced from GMOs. Such products must be identifiable to the final consumer with a note, either on the
menu or at the buffet. But there are some exceptions for canteens in place.
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The major exemption is meat and animal products obtained from animals fed with
GM feed. They are considered foodstuffs made with the help of GMOs. Also, labeling
is not required for additives, flavors and vitamins produced with the help of GM
microorganisms (as e.g. vitamin B2 – riboflavin or aspartame used as sweetener)
under the condition that GM microorganisms are no longer present in the food and/or
additive.
Food and feed up to a threshold of 0.9% remains unlabeled. The threshold51 is
established by Article 12(2) of Regulation 1829/2003 on genetically modified food
and feed and it refers to the percentage of “the food ingredients considered
individually or food consisting of a single ingredient”. It is valid only for GMOs
authorized in the EU (and therefore considered to be safe) and under the condition
that GMO presence is adventitious or technically unavoidable. If GMOs are mixed
intentionally, labeling is always required.
Such approach to labeling requires a traceability system to be in place to trace and
follow GMOs as well as food and feed products produced from GMOs through all
stages of production, processing and distribution. Regulation 1830/200352
established such a system. It is compulsory for all food and feed operators, who
must ensure that the information that a product contains or consists of GMOs or is
produced from GMOs as well as the unique identifier assigned to those GMOs (code
which serves to identify the GMO) are transmitted in writing to the operators
receiving the product (Article 4 and 5 of Regulation).
It is worth noting that the deliberate use of GMOs in organic farming is forbidden in
the EU. According to Art 9(1) of Regulation 834/2007 of 28 June 2007 on organic
production and labeling of organic products, GMOs and products produced from or by
GMOs shall not be used as food, feed, processing aids, plant protection products,
fertilizers, soil conditioners, seeds, vegetative propagating material, microorganisms
and animals in organic production. Nevertheless, traces of GMOs in organic products
are admissible. The threshold for adventitious or technically unavoidable presence of
GMOs in organic products is set at 0.9% - at the same level as for conventional
products. As a result, organic products that have a content of GMOs under the
threshold are not required to be labeled.
2.2. The USA Regulatory System
The US approach to genetically modified organisms is product-based and perceives
biotechnology as not inherently risky and its products as not fundamentally different
from non-modified products. The result is that no specific laws on GMOs have been
adopted in the USA and the same legislation as for conventional products applies. In
particular, the GMO use is regulated by the Plant Protection Act, the Federal Food,
Drug and Cosmetic Act, the Federal Insecticide, Fungicide and Rodenticide Act and
the Toxic Substances Control Act.

51

The setting of a threshold is necessary due to the fact that during the production, transportation and
processing of agricultural products, mixing/crossing between different fields and shipments is difficult to
prevent. As a result, even if a food product was intended to be completely GMO-free, it can still contain
traces of GMOs.
52
Regulation 1830/2003 concerning the traceability and labeling of genetically modified organisms and the
traceability of food and feed products produced from genetically modified organisms.
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In the USA, three federal agencies: the US Food and Drug Administration (FDA),
Department for Agriculture (USDA) and Environmental Protection Agency (EPA) are
empowered to regulate GMOs. Their responsibilities with regard to certain product
uses are determined by the Federal Coordinated Framework for Regulation of
Biotechnology of 1986. Under this Framework, the USDA has jurisdiction over the
planting of GM plants under PPA. The EPA regulates pesticides under FIFRA and
FFDCA and also GM microorganisms under TSCA. The FDA has jurisdiction over food
and feed uses of all food from GM plants (see the table below). Additionally, each
agency has issued rules that spell out how its statutory authority applies to GMOs as
well as guidelines for the industry.
Table 3: US regulatory authorities for GMOs
Agency

Laws

Jurisdiction

U.S. Department for
Agriculture (USDA) (under
the Animal and Plant
Health Inspection Service APHIS)

Plant Protection Act (PPA)

Plant pests, plants,
veterinary biologics

U.S. Environmental
Protection Agency (EPA)

Federal Insecticide,
Fungicide and Rodenticide
Act (FIFRA); Toxic
Substances Control Act
(TSCA); Federal Food,
Drug and Cosmetic Act
(FFDCA)

Plant pesticides, new uses
of existing pesticides,
novel microorganisms

U.S. Food and Drug
Administration (FDA)

Federal Food, Drug and
Cosmetic Act (FFDCA)

Food, feed, food additives,
veterinary drugs, medical
devices

2.2.1. Approval Procedure for GMOs
The USDA-APHIS regulates introduction into the environment of GM crops and other
GMOs that may pose a plant pest risk. Such GMOs are called “regulated articles” 53
and their introduction includes importation, interstate movements and release into
the environment.
In particular, the USDA-APHIS authorizes field trials of biotech crops under either a
permitting or notification procedure. The notification procedure54 was introduced for
tomato, maize, tobacco, soybean, cotton and potato as an alternative to the permit
in 1993. Four years later it was extended to all plants that are not considered “a

53

According to the USDA-APHIS guidelines, a regulated article is an organism that has been genetically
engineered (via recombinant DNA techniques) from a donor organism, recipient organism, vector or vector
agent that is a plant pest or contains plant pest components. Other genetically engineered organisms may be
regulated articles if they have been genetically engineered using an unclassified organism or if the director
of Biotechnology and Scientific Services (BRS – a program under the APHIS) determines that the
genetically engineered organism is a regulated article.
54
See
the
USDA-APHIS
notification
guidelines
of
May
2008
on
www.aphis.usda.gov/brs/pdf/Notification_Guidance.pdf
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regulated noxious weed”55 and a weed in the area of the release into the
environment. In practice, about 90% of field trials for GM crops are authorized
through notification56. Under notification procedure, the company intending to
conduct a field trial simply informs the USDA-APHIS about the location of testing and
characteristics of the GM plant. If the agency agrees that the planned release meets
eligibility criteria for the notification procedure, it sends a letter of acknowledgment
to the applicant and the field trial may proceed. The whole procedure lasts up to 30
days57 from the receipt of the notification, including 5 days for comments of the
relevant state department of the state where the field trial is to take place. An
acknowledged notification is valid for a year from the date of acknowledgment.
As a rule, permits are required for GM plants that demand closer oversight, such as
those for pharmaceutical and industrial use58. The procedure is much stricter than
notification and therefore involves much more time. The plant developer submits an
application for authorization of a field trial to the USDA-APHIS. The application must
contain certain information, on the basis of which it will be decided whether the field
trial can be conducted. This includes information on the biology of the GM plant in
question, the manner in which the plant has been genetically modified, information
on the potential plant pest properties of the plant, the plans for the field trials such
as location, size and duration as well as measures to contain the crop and dispose of
it after the trial59. The USDA-APHIS has 120 days60 from the receipt of the
application to review it and take a decision. First, it performs an initial review. Then
it forwards the application together with its initial review to the state agricultural
department of the state where the field trial is planned. This department has then 30
days to provide its comments; in particular it can recommend additional conditions
for the trial. However, these comments are not legally binding for the USDA-APHIS,
which takes a final decision on authorization of the field trial or rejection of the
application. The field trial must be started within a year from the date the permit is
issued. It should be noted that permit and notification procedures applies also to
authorizations of importation or interstate movements of biotech crops.
When conducting a field trial, the applicant must comply with all conditions stipulated
in the authorization. The USDA-APHIS is responsible for the carrying out of
inspections to ensure that compliance. The agency seeks to inspect a minimum of
10% of the notification trials and all permitted trials61. In case of violation of the trial
conditions, it can issue corrective guidance or a written warning or start a legal
action against the applicant.

55

The list of such plant species is regularly updated by the USDA-APHIS. The agency explains notification
as an expedited permitting procedure for biotech plants that it considers to be of lower risk and has
extensive experience regulating in the past.
56
Michael Taylor, Jody Tick, Diane Sherman, Tending the fields: state and federal roles in the oversight of
genetically modified crops, PEW Initiative on Food and Biotechnology, December 2004
57
10 days for notification of importation and interstate movements.
58
See the APHIS Guidance for permits for field testing or movement of organisms intended for
pharmaceutical or industrial use of 2008 on www.aphis.usda.gov/brs/pdf/Pharma_Guidance.pdf
59
From: Michael Taylor, Jody Tick, Diane Sherman, Tending the fields: state and federal roles in the
oversight of genetically modified crops, PEW Initiative on Food and Biotechnology, December 2004
60
When an environmental assessment is required, the APHIS has 180 days to take a decision. In case of
permits for importation and interstate movements it has 60 days.
61
Michael Taylor, Jody Tick, Diane Sherman, Tending the fields: state and federal roles in the oversight of
genetically modified crops, PEW Initiative on Food and Biotechnology, December 2004
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Then, on the basis of the trials data the USDA decides whether to grant a plant nonregulated status, that is whether to allow for its commercial cultivation. The
cultivation of deregulated plants is free from further USDA-APHIS oversight (permits
or notifications are no longer required for their introduction). When the plant
developer has gathered enough evidence that a GM plant is not a plant pest and
poses no threat to agriculture or the environment, he can submit a petition for “a
determination of non-regulated status” (deregulation) of the plant62. First, the USDAAPHIS reviews the petition for completeness (it must inter alia include relevant
experimental data and publications). Then, it evaluates scientific information,
provided by the developer, with regard to environmental consequences of
introduction of the GM plant and its impact on threatened and endangered species
and beneficial non-target organisms. The environmental assessment is then
published in the Federal Register along with a notice seeking public comments on the
petition and assessment. Finally, if the USDA-APHIS concludes that the plant
concerned does not pose more of a plant pest risk than an equivalent non-GMO
organism, non-regulated status is granted and the agency publishes “a
determination of non-regulated status” in the Federal Register. The whole review
lasts 10 months and longer. The USDA-APHIS does not monitor deregulated plants.
In case of reviews by the USDA-APHIS of plants that were modified to produce a
pesticidal substance (e.g. Bt crops), the plant-pesticide substance63 (e.g. Bt toxin) is
also subject to a risk assessment by the EPA. This review normally lasts 18 months
or longer and focuses on toxicology, digestive fate and potential allergenicity of the
pesticide substance in question. A notice is published in the Federal Register and the
public is invited to present comments. If the EPA finds that the pesticide will not
cause unreasonable adverse effects to human health and the environment, it
registers the pesticide. This authorizes its commercial use in the environment. As of
August 2008, there were 28 PIPs registered with the EPA64: 15 valid, 2 voluntary
cancelled and 11 expired.
Under FFDCA, the EPA is responsible for the setting of tolerances for pesticides
residues in food. However, the EPA can grant exemptions from the food tolerance
requirement if it concluded that the safety standards can be fulfilled without such
tolerance in place. At present, 11 Bt proteins are exempted65.
Further, the EPA authorizes field trials for pesticidal plants in a field larger than 10
acres through an Experimental Use Permit (EPU). EPUs aim at collecting the data
needed to register the yet unregistered use of the pesticide. Public notification of the
authorized EPU through the Federal Register is required.
Under FFDCA, the FDA has a general authority to require a pre-market review and
approval of any food additive to ensure public health protection. The term “food
additive” refers to substances introduced into food that are not pesticides and that
do not have a GRAS status (i.e. are not “generally recognized as safe”66 by qualified
62

See: Guide for preparing and submitting a petition for genetically engineered plants of 1996 on
www.aphis.usda.gov/brs/pdf/usergen8.pdf
63
The EPA calls the pesticide produced by a GM plant “a plant incorporated protectant” (PIP).
64
www.epa.gov/oppbppd1/biopesticides/pips/pip_list.htm
65
www.access.gpo.gov/nara/cfr/waisidx_07/40cfr174_07.html
66
Under US law, to be considered GRAS the substance must be the subject of a substantial amount of peerreviewed published studies (or equivalent) and there must be overwhelming consensus among the scientific
community that the product is safe.
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scientific experts). In such cases the food producer must prove scientifically that the
new substance in the food is safe. To date, the pre-market approval for GM food was
31
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maize as a regulated article until it is granted non-regulated status. The EPA
regulates the Bt because it is a pesticide and the developer of Bt maize must register
the pesticide with the EPA. Finally, the FDA may be consulted by the developer
through a voluntary consultation procedure about safety issues.
2.2.2. GM Crops Approved
As of February 2009, 75 authorizations for non-regulated status were granted for GM
plants. 14 petitions were pending for authorization. The USDA-APHIS authorized 926
field trials in 2007 and 839 in 200870.
2.2.3. Labeling Policy
There is no special requirement for labeling of GM food as a separate class of food,
because foodstuffs derived from GMOs are not considered to be less safe than
conventional foodstuffs71. Yet, GM food is subject to general labeling regulations,
which require labeling for any food that poses special health or environmental risks.
It could be e.g. presence of an allergen or changes in nutritional properties. In such
case, a food label must be truthful and not misleading the consumer. So, if a new
food includes an allergen that consumers would not expect to be there based on the
name of the food, the presence of that allergen must be disclosed on the label. If a
GM food has a significantly different nutritional property, its label must reflect this
fact. Also, if a GM food is significantly different from its non-GMO counterparts such
that the common or usual name no longer adequately describes the product, its
name must be changed.
The FDA published voluntary guidelines for labeling GMO and non-GMO food. It is
estimated that almost 75% of processed food produced in the USA contains some
GMO ingredients72.
It should be noted that US national standards for organic products, issued by the
USDA, exclude genetic engineering from use in organic farming.
2.3. The EU-USA Trade Dispute over GMOs
The polarization over the GMO issue between the EU and the USA is well reflected in
their WTO dispute initiated by the USA, Argentina and Canada in 200373. These three
countries claimed that the EU policy towards GMOs was creating illegal trade
restrictions. The WTO Dispute Settlement Panel in its ruling (over 1000 pages) of 29
September 2006 supported the plaintiffs’ position to a large extent and called the EU
to make its policy compatible with WTO obligations. In the dispute the following
elements of the EU GMO policy were challenged:
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From the USDA-APHIS website.
“FDA has no basis for concluding that bioengineered foods differ from other foods in any meaningful or
uniform way, or that, as a class, foods developed by the new techniques present any different or greater
safety concern than foods developed by traditional plant breeding”. From: Draft Guidance on voluntary
labeling whether foods have or have not been developed using bioengineering, 2001.
72
www.scu.edu/ethics/practicing/focusareas/medical/conference/presentations/genetically-modifiedfoods.html
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For further details on the dispute see www.wto.org/english/tratop_e/dispu_e/cases_e/ds291_e.htm
71
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1) The EU unofficial moratorium on approval of new GMOs:
Until the WTO ruling in 2006, the EU had already revised its GMO policy, putting an
end to the moratorium but introducing a very complex decision-making process for
authorization of GMOs (see above), which unlikely could satisfy the USA and its
allies. Indeed, since then the EU has been heavily criticized for its lengthy approval
process and the delays74.
2) Failure to approve GMOs that were assessed as safe by the EFSA:
It was pointed out that after GMOs receive a positive safety assessment from the
EFSA, the Community institutions fail to approve them in a timely manner75. EU
member states, having their representatives in the Standing Committee on the Food
Chain and the Council that both act with a qualified majority on this matter, are split
over the policy towards GMOs. As a result, no GMO has been approved with a
qualified majority so far76. As no qualified majorities were achieved also against the
approvals, authorizations were finally – but often with delays - granted by the
European Commission in accordance with the comitology procedure. The European
Commission confirms that it takes more than 2.5 years to authorize a GM crop in the
EU while fifteen months in average in the USA77
3) The bans some EU members imposed unilaterally on the imports and
marketing of GMOs that were already approved for commercialization at the
EU level78:
74

How the EU system sometimes performs can be seen using the pending authorization for the BASF
Amflora potato as an example. The authorization procedure for the GM potato Amflora was initiated 12
years ago in 1996. According to the company’s press release, the application for authorization was
submitted by BASF in 1996 and resubmitted in 2003 (for cultivation) and 2005 (for food and feed use)
after the EU unofficial moratorium on GMOs was lifted. In 2006 the EFSA concluded that the potato is as
safe for humans, animals and the environment as any conventional potato. This conclusion did not find
support from a qualified majority of the Council so it was the European Commission to decide. It has
delayed its final decision74 so BASF had to abandon its plan to start growing the potato in 2008. As a result,
in July 2008 the company filed a legal action with the European Court of First Instance against the
European Commission for failure to act. In June 2009, the EFSA confirmed again the safety of the potato.
www.corporate.basf.com/en/presse/mitteilungen/pm.htm?pmid=3175&id=V00-Gak3OD1dDbcp3gV
75
“(…) This was in fact one of the key aims of the last reform: EFSA is exclusively responsible for the
scientific risk assessment and the Commission and the Council for risk management, in other words for the
decision in favor of authorization or against it, based of course on the risk assessment. (…) I think people
hope science will give a legitimacy that is otherwise difficult to obtain. At the end of the day, a much more
pressing issue than the scientific concerns about environmental and health risks is that of whether EU
citizens want GMO products. It seems to me that people do not want them”. The interview with Maria
Weimar of the European University Institute in Florence.
www.gmo-safety.eu/en/debate/657.docu.html
76
European Commission, DG Agriculture and Rural Development, Economic impact of unapproved GMOs
on EU feed imports and livestock production, 2007
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Ibidem
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EU member states can activate a safeguard clause to suspend the commercial use of GMOs already
approved in the EU. According to Article 23 of Directive 2001/18/EC on the deliberate release of
genetically modified organisms, the safeguard clause provides that, where a Member State has justifiable
reasons to consider that a genetically modified organism (GMO) which has received consent for placing on
the market, constitutes a risk to human health or the environment, it may provisionally restrict or prohibit
the use and/or sale of that GMO on its territory. Under EU law, a member state that wants to trigger the
safeguard clause shall provide the European Commission with proof there is new scientific evidence, in
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At the time of the WTO verdict, six EU member states had the controversial
unilateral ban in place. In the WTO dispute the USA, Argentina and Canada argued
that existing bans were not justified. The plaintiffs gave the EU “a reasonable period
of time” to implement the WTO ruling, in particular to lift the bans. The period was to
expire on 21 November 2007 but was extended until 11 January 2008. In 2005 and
then in 2007 the Commission proposed to lift the bans but it can find little support in
the Council in this respect. EU member states are unwilling to overrule other states’
bans. Moreover, new bans were imposed on Bt maize MON 810 – by France in
February 2008 and by Germany in April 2009.
In the situation where the EU has difficulties to implement its own GMO regulations,
in particular with regard to the national bans, the chances are low that the WTO
ruling will put an end to the trade conflict over GMOs between the USA and the EU79.
On the other hand, a mix of different developments as increasing food prices, the
animal feed crisis projected by the EU food and feed industries80, promotion of
biofuels, the fact that, with China becoming the major importer of soybean products
in the world, soybean exporters will become less reliant on the EU market, together
with the WTO dispute could motivate the EU to amend its GMO policy. The driving
force here appears to be the European Commission81.
Indeed, the recent developments have shown that the EU is beginning to reduce
delays and improve its system of GMO authorization. In March 2008 the EFSA
started a revision exercise regarding its guidelines on environmental risk
assessment. The revision is to be completed until March 2010. In addition, to combat
delays in the approval procedure, the EFSA82 is in the process of hiring additional
staff. At the end of March 2008 the EFSA was staffed by 325 people, 100 more than
at the end of 2006. The number of staff members dedicated to scientific activities
has also increased and at the end of 2008 61% of the total staff worked in this field,
compared to 51% in 200683.
Further, in the last months the EU approved a range of GM crops: GA21 maize,
59122 maize (Herculex), A2704-12 soy and GM soy Round Up Ready 2, which are
relevant for EU imports of animal feed from the USA. The US industry84 is still
terms of risk to human and animal health and the environment, justifying the ban. Then, the European
Commission requests the EFSA to assess whether that new scientific evidence would invalidate the
previous risk assessments of the GMO in question.
79
Thomas Bernauer and Philipp Aerni, Trade conflict over Genetically Modified Organisms, in Kevin
Gallagher, Handbook on Trade and the Environment, 2008.
80
The industry approached the European Commission with the following statement:
www.medicalnewstoday.com/articles/77455.php
81
Recent positive statements on GMOs from Agriculture Commissioner Fischer-Boel
http://gmopundit.blogspot.com/2008/01/now-that-eu-needs-more-grain-its-all.html
From Trade Commissioner Mandelson
http://ec.europa.eu/commission_barroso/ashton/speeches_articles/sppm157_en.htm
82
Since its establishment in 2002, the EFSA has published more than 650 opinions – 203 in 2007 alone –
and processed more than 1600 applications.
www.efsa.europa.eu/EFSA/efsa_locale-1178620753812_1178710589593.htm
83
“EFSA’s Achievements and Building EFSA’s Strategic Plan for 2009 – 2013”, European Parliament's
Committee on Environment, Public Health and Food Safety, Brussels
84
The US industry is split over the issue how to proceed. Agriculture groups that have their applications for
GMO authorization pending in the EU opt for a cautious approach in the fear that increased pressure on the
EU may put at risk their applications. Some biotechnology companies are favoring more aggressive
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awaiting EU approval of two GM varieties of maize: MIR 604 (application submitted
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shortages in imported animal feed, new GMOs (in particular biotech maize and soy)
shall be authorized in the EU in a speedy and efficient way88. All this shows that the
EU does not want any EU-unapproved GMO to enter the bloc, even in tiny amounts,
and that it relies only on its own risk assessments and approvals.
As to other aspects of the EU policy on GMOs, the Council of EU ministers responsible
for the environment, which reached agreement on the EU GMO policy on 4 December
2008, did not undertake any fundamental reform. The Council agreed that it is
necessary to “look for improvement”. However, improvement refers to the
implementation of the legal framework on GMOs - seen as the necessity of
processing applications for GMO authorization without undue delays. It does not refer
to the legal framework and it does not imply its modification. The Council underlined
importance of environmental risk assessments of GMOs as well as monitoring of
approved GMOs.
Also, the Council emphasized that:
-

the EU legal framework with regard to GMOs is based on the precautionary
principle;

-

its aim is to ensure a high level of protection of the environment and human
and animal health;

-

each GMO should be analyzed on a case-by-case basis;

-

GMOs, in particular their cultivation, entails discussion and questions
regarding their possible impact on health and the environment89.

These are the key elements of the EU policy on GMOs, pointed by the Council – the
main decision-making body of the European Union. Thus, an U-turn in the EU GMO
policy cannot be expected, at least in the near future. It is so due to low level of
trust in regulatory bodies (after outbreaks of the mad cow and foot and mouth
diseases, the issue of dioxin in food), opposition to GM crops among farmers,
incentives for food industry to shun GM ingredients, institutional inertia in EU policymaking as well as consumers’ cautious, even hostility, towards GM food90. In 2001,
the survey of Eurobarometer91 showed that 94.6% of EU citizens want to have the
right to choose when it comes to GM food and 70% do not want such food at all.
56.4% believe that GM food is dangerous as opposite to 17.1% who do not92. Since
2001, the attitude has not changed much and still opinion polls show that the vast
majority of EU citizens (70%-80%) is opposed to the use of GMO in foodstuffs.
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www.transgen.de/aktuell/982.doku.html
Council Conclusions on Genetically Modified Organisms (GMOs), 2912th Environment Council meeting,
Brussels, 4 December 2008
90
From: Thomas Bernauer and Philipp Aerni, Trade conflict over Genetically Modified Organisms, in
Kevin Gallagher, Handbook on Trade and the Environment, 2008
91
Eurobarometer is s a series of surveys regularly performed on behalf of the European Commission since
1973.
92
http://ec.europa.eu/research/press/2001/pr0612en-report.pdf
89
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Some experts93 notice that the EU might even choose to subject itself to retaliatory
tariffs by the USA rather than to change its GMO policy and face the anger of
consumers and eventually voters. It was already the case in the WTO dispute with
the USA over growth hormones in 1995-199994. The use of synthetic growth
hormones in beef production is prohibited in the EU and the bloc imposed a ban on
imports of hormone-treated animals and meat. As a result, the USA took the case to
the WTO Dispute Panel in 1995. It ruled that the EU ban was illegal under WTO rules
and asked the EU to lift it. This ruling was confirmed by the WTO Appellate Body in
1999. Nevertheless, the EU refused to comply and the USA imposed punitive tariffs
on some of its foodstuffs in retaliation.
So despite the modifications undertaken by the EU to improve its GMO approval
performance95, it remains, as it has been, a highly restrictive regime. And WTO
disputes as well as US sanctions are seen in the EU as an attempt to force the extraterritorial adoption of US regulations96, which the EU does not want. In this situation,
Ukraine will have to decide on its own GMO policy, taking into account its political
and economic interests as well as the will of its citizens97.
3. Between the EU and US Systems - Ukraine’s Choice on GMOs
To put it simply, the issue of GMOs and their approval is all about market access. A
regulatory regime can severely restrict market access for foreign products and that is
why the USA is challenging the EU GMO regime. But as long as it is not revised,
foreign products (US, Ukrainian) must meet the domestic (EU) requirements,
including those pertaining to approval criteria and thresholds for the GMO presence,
to gain market access. And the more intensive trade exchange, the greater need to
approximate.
Ukraine aspires to EU accession. Obviously, the path to membership implies closer
ties in trade, investment and economic cooperation between Ukraine and the block.
Below we are analyzing trade flows for crops produced in Ukraine, which are relevant
for the GMO issue: soybeans, maize and rapeseed.
In 2007, Ukraine produced almost 0.7 million tons of soybeans, in 2008 – 0.8 million
tons. As estimated by the business insiders, at least half of the whole production is
genetically modified. The most soybean exports go to the EU (main importers are
Italy, Hungary and Greece) and Turkey. Still, the amounts are very small (in 2008
102,000 and 53,000 tons respectively) as most of the Ukrainian soy is consumed
domestically.
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See: Thomas Bernauer and Philipp Aerni, Trade conflict over Genetically Modified Organisms, in Kevin
Gallagher, Handbook on Trade and the Environment, 2008
94
For further details see www.wto.org/english/tratop_e/dispu_e/cases_e/ds26_e.htm
95
It should be noted that also the US regulatory system has undergone some modifications in the recent
years with the aim to make the policy more restrictive. In particular, requirements for field trials were
tightened by the USDA and the FDA published guidelines for companies wishing to voluntarily label their
products as having been made with, or without, the use of bioengineering.
96
See: D. Vogel and O. Cadot, France, the United States and biotechnology dispute, Brookings, 2001
97
That is why reliable opinion polls and information campaigns on benefits and risks of GMOs are needed.

37

Figure 3: Structure of Ukrainian soybeans exports in 2006, 2007 and 2008
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11.4 million tons of maize were produced in Ukraine in 2008 (4 million tons more
than in 2007) and 2.8 million tons were exported, in 2007 - almost 1.0 million tons.
The main importers of Ukrainian maize are the EU (almost half of the total exports),
Turkey, Russia and Byelorussia.
Figure 4: Structure of Ukrainian maize exports in 2006, 2007 and 2008
(million tons)
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In 2008, Ukraine produced 2.9 million tons of rapeseed, in 2007 - 1.1 million tons,
twice as much as in 2006. In 2008, 70% of the whole production was exported to
the EU (mainly to Italy, Greece and Poland).
Figure 5: Structure of Ukrainian rapeseed exports in 2006, 2007 and 2008
(million tons)
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As can be seen, the EU is one of the main importers of Ukrainian commodity crops.
For Ukraine, the USA is not relevant as an import market as it is itself the global top
producer of maize, soybeans and rapeseed (canola).
As to the EU market, in case a consignment for imports contains GMOs approved in
the EU, it should be properly labeled. If an EU-unapproved GMO is found in a
consignment for imports, the EU can take protective measures that range from the
requirement of additional testing and certification to the suspension of imports of the
product in question. If, for example, Ukraine’s maize – one of its main grains for
exports - gets contaminated with GMOs as it has already occurred with domestically
consumed Ukrainian soy, the country could face serious export problems in the EU.
Further, it is very plausible that non-GM maize will not be accepted too if the
implementation of coexistence measures will not be ensured (so that GMO pollen do
not fertilize conventional crops) as well as the implementation of segregation of GMO
and non-GMO varieties during transport/export.
Although EU regulations on GMOs have so far had very limited impact on Ukrainian
exports, growth opportunities might be significantly affected in the future. Experts
predict that the EU will probably turn to Ukrainian and other Black Sea countries
supplies of maize rather than – as it was until now - to Brazilian. According to the
State Statistics Committee of Ukraine, in 2008 Ukraine harvested a record grain crop
of 53.26 million tons (a 181% increase in comparison to 2007), significant part of
which have been exported. Ukraine holds exceptionally large export supplies also
when it comes to other agricultural produce, thanks to a recovery in their production.
If the EU shall remain one of the main import markets of Ukraine, Ukraine should
ensure that its produce is EU-compatible. Therefore, economic reasons speak for the
EU approach towards GMOs being chosen by Ukraine.

39

The path to EU membership requires also incorporation of the aquis
communautaire98 - all areas that are legally harmonized at the EU level.
Harmonization means that a law has been created at the EU level and EU member
states do not decide on the issue by themselves any longer. They in fact lose their
autonomy in this field. As described above, the GMO issue is a harmonized area and
a EU member state can deviate from the decision of the European Commission on
GMOs only if it provides new scientific findings (safeguard clause).
In the Partnership and Cooperation Agreement of 1994 Ukraine already committed
itself to approximate its legislation to EU laws, in particular in the priority areas listed
in Article 5199. Legal approximation to the norms of the EU is also stipulated by the
Law No 1629 of 18 March 2004 “On the state program on approximation of Ukrainian
legislation to the legislation of the European Union” and there is a special department
with the Ministry of Justice that deal with approximation (State Department for Legal
Approximation). Ukraine has already made a significant progress in this respect and
is expected to intensify its efforts in view of establishing a deep free trade area with
the EU.
The problem of the lack of a regulatory framework for GMOs is directly mentioned by
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4) like the EU, Ukraine has introduced mandatory labeling of GM food products.
The threshold is EU-compatible and amounts to 0.9%. Moreover, like in the
EU also food products that do not contain GMOs but have been produced from
GMOs require labeling. And, like in the EU, labeling of non-GMO food is
possible on a voluntary basis.
5) like the EU, Ukraine has introduced post-market monitoring of GM food
products as well as feed products;
6) Ukraine has introduced mandatory information on the GMO use to the public.
Article 20 of the Law on Biosafety ensures availability of this information to
the public, which is in line with EU laws. Additionally, according to Article 14
of the Law, registers of GMOs and GMO products shall be published on the
Internet website of the responsible central authority and in media. Only
confidential data under Ukrainian legislation can be kept secret but the Law
states clearly that information on effects of the GMO on human health and on
the environment can in no case be considered confidential. However, EU
legislation goes a step further - the public in the EU must be consulted during
the process of granting authorization to the proposed GMO;
7) finally, also the planned amendments to GMO legislation, pending in the
Verkhovna Rada, refer to relevant EU norms. For example, the Draft Law No
3037 of 1 August 2008 “On amending and supplementing the Law ‘On the
state biosafety system for developing, testing, transportation and usage of
genetically modified organisms’” provides for mandatory labeling of GM food,
traceability and a classification of risks. The issue of traceability, which is one
of the key components of EU regulations, is addressed for the first time. It
should be noted that the implementation of a traceability system would
enhance the ability of Ukrainian food producers to gain market share in the
EU.
As can be seen, Ukraine has already embraced very important features of the EU
regulatory system on GMOs. The first three listed above are of special importance
because they are fundamentals of the relevant legislation. The application of the
precautionary principle and the development of specific legislation mean that Ukraine
does not perceive GMOs as equally safe as non-modified products. Finally, the
process-based approach has its important implications for the introduced mandatory
labeling of GMOs. Thus, when it comes to GMOs, Ukraine has so far tended to follow
the EU at least at the level of legislation.
It appears that GMO labeling and its enforcement will serve as a kind of a litmus test
for Ukraine’s determination to further follow the EU. GMO mandatory labeling is one
of the key elements of the EU policy on GMOs whereas there is no special
requirement for GMO labeling in place in the USA. Difficulties with the adoption of
mandatory labeling of GMOs in Ukraine illustrate the existing dispute among
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the regulatory framework and enforce its implementation. In particular, it will be
necessary to put in place a traceability system as well as to set up and equip new
laboratories.
4. Conclusion
As presented above, Ukraine has developed specific GMO legislation that covers a
wide range of issues from GMO research to its commercialization and introduces
several important mechanisms. Again, the system is not fully workable. This as well
as the fact that Ukraine started to regulate GMOs and products thereof only in 2007
have led to the situation where the reality does not comply with principles anchored
in the relevant legislation.
There is no single GM crop approved for use in Ukraine. Therefore, authorities and
others claim that Ukraine is a GMO-free country. But weak regulatory system, poor
capacity of laboratories and the lack of a field surveillance program leave doubts to
the GMO-free status of Ukraine. This fact is backed by the statements of business
insiders and experts.
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5. Annex I: The Russian Regulatory System
Starting from 1996, Russia has developed several regulations with regard to GMO
handling in the country. The most important are:
-

Federal Law No 86-FZ of 5 July 1996 “On state regulation in the field of
genetic engineering activities” (as amended);

-

Federal Law No 2300-1 of 7 February 2000 “On protection of consumer
rights” (as amended with regard to GMO labeling);

-

resolution of the government of the Russian Federation No 988 of 21
December 2000 “On state registration of new food products, materials and
goods” (as amended);

-

resolution of the government of the Russian Federation No 120 of 16 February
2001 “On state registration of genetically modified organisms”;

-

resolution of the government of the Russian Federation No 26 of 18 January
2002 “On state registration of feed produced from genetically modified
organisms” (as amended);

-

range of resolutions issued by Russia’s Chief Sanitary Inspector (sanitary and
epidemiological norms, norms with regard to GMO testing, etc.);

and also:
-

Federal Law No 52-FZ of 30 March 1999 “On sanitary and epidemiological
wellbeing of population” (as amended);

-

Federal Law No 29-FZ of 2 January 2000 “On quality and safety of food
products” (as amended);

-

Federal Law No 7-FZ of 20 December 2001 “On environmental protection”.

Russia has not signed the Cartagena Protocol on Biosafety.
5.1. Approval Procedure for GMOs
In Russia GMO products fall under the definition of “new products” and as such they
are subject to state registration. It is prohibited to produce GMO products, import
them into Russia and put into circulation until they are duly registered. Registration
for food and feed use has been separated and carried out by different state agencies.
Registration for food use regards food products derived from genetically modified
organisms and food products, including agricultural produce (genetically modified
sources i.e. crops), produced according to new technologies. It has the following
stages:
1) the applicant - company that developed the GMO product or wants to import
it - submits the dossier and application for registration to the Federal Service
for the Protection of Consumer Rights and Human Wellbeing
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(Rospotrebnadzor); the application must contain particulars listed in Point 9
of the resolution “On state registration of new food products, materials and
goods”;
2) the safety assessment is then assigned to the Institute of Nutrition of the
Academy of Medical Sciences; for this purpose the applicant concludes an
agreement with the Institute and pays for sda3(-1.7918 -ne]TJ-20.1532 -1.2068 .4(ys)1a6[8yn
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permission from the federal bodies of executive power in compliance with their
mandate and legislation of the Russian Federation”. This article is used by Russian
authorities to restrict the GMO use in the country and as long as it is in force,
registration of GM plants for cultivation will be practically impossible. Apart from
that, the state body responsible for biosafety approval – the Biosafety Commission –
ceased to exist in 2004 and has not been re-established.
As a result, no biotech plants are cultivated in Russia (at least officially). GM plants
or products containing GMOs may only be imported (if they are registered in Russia
for uses other than cultivation).
5.2. GM Crops Approved
As mentioned above, no GM crop is allowed for cultivation in Russia. GM crops are
allowed for food and/or feed use and only those may be imported.
Table 4: GM crops registered for food use in Russia
GM crop
Bt potato “Elizaveta”, resistant to
Colorado potato beetle
Bt potato “Lugovskoy”, resistant
to Colorado potato beetle
Sugar beet H7-1, tolerant to
glyphosate
Soy 40-3-2, tolerant to glyphosate
Maize MON 88017, tolerant to
glyphosate and resistant to corn
root worm (Diabrotica spp.)
Maize GA21, tolerant to
glyphosate
Maize T25, tolerant to
gluphosinate
Maize MIR604, resistant to corn
root worm (Diabrotica spp.)
Soy A5547-127, tolerant to
gluphosinate
Soy A2704-1, tolerant to
gluphosinate
Maize NK603, tolerant to
glyphosate
Bt maize MON863, resistant to
corn root worm (Diabrotica spp.)
Maize Bt11, tolerant to
gluphosinate, insect resistant
Rice LL62, tolerant to gluphosinate
Bt maize MON 810, resistant to
European corn borer
Source: Register of products
Rospotrebnadzor103

103

Applicant
Center Bioengineering Russia
Center Bioengineering Russia
Monsanto
Monsanto
Monsanto
Syngenta
Bayer CropScience
Syngenta
Bayer CropScience
Bayer CropScience
Monsanto
Monsanto
Syngenta
Bayer CropScience
Monsanto
that

http://fp.crc.ru/gosregfr/?type=min

45

have

undergone

state

registration,

Registration for the above crops is valid for an unlimited period of time (until 2006,
registration was granted for 5 years only).
Table 5: GM crops registered for feed use in Russia
GM crop
Soy 40-3-2, tolerant to glyphosate
Maize MON 88017, tolerant to
glyphosate and resistant to corn
root worm (Diabrotica spp.)
Maize GA21, tolerant to
glyphosate
Maize MIR604, resistant to corn
root worm (Diabrotica spp.)
Soy A5547-127, tolerant to
gluphosinate
Soy A2704-1, tolerant to
gluphosinate
Maize NK603, tolerant to
glyphosate
Bt maize MON863, resistant to
corn root worm (Diabrotica spp.)
Bt maize MON 810, resistant to
European corn borer
Source: Register of the VPSS104

Applicant
Monsanto
Monsanto
Syngenta
Syngenta
Bayer CropScience
Bayer CropScience
Monsanto
Monsanto
Monsanto

The VPSS online register lists no crops registered prior to 2007. However, according
to the USDA report “Russian Federation Biotechnology Annual 2008” also maize Bt11
(Syngenta) and maize T25 (Bayer CropScience) are registered for feed use in Russia
(from 2006 until 2011).
5.3. Labeling Policy
Russia introduced mandatory labeling of GM food products on 1 September 2002 by
sanitary and epidemiological norms105. At that time, products that contained less
than 5% of GMOs were exempted from the labeling requirement. The amendments
to the law “On protection of consumer rights” of 2004 stipulated for mandatory
labeling but did not set a threshold level. Therefore, even trace amounts of GMOs in
food required labeling.
The threshold was finally set by the Federal Law “On amending the Federal Law of
the Russian Federation ‘On protection of consumer rights’”106 of October 2007. From
December 2007, food producers must inform consumers on the presence of GMOs in
their products in cases when the presence of GMOs in the component exceeds 0.9%.
The presence of 0.9% or less of GMOs is considered to be adventitious or technically
unavoidable impurity and does not require labeling. Both food products that contain
GMOs and food products produced from GMOs must be labeled in accordance with
the above rules.

104

http://www.fsvps.ru/fsvps-regcrtgmo/operatoruigmo?_action=printRequestsStandalone
SanPiN 2.3.2 1078-01 of 2002.
106
Federal Law No 234-FZ, officially published on 27 October 2007.
105
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As to labeling of GMO-free products, in Moscow food products may be labeled “does
not contain GMO” on a voluntary basis if they have been controlled by a special
commission. This measure was introduced by city authorities in 2007.
In Russia there are no formal requirements for labeling GM feeds. However, in 2008
the VPSS issued instructions to its regional branches on the thresholds for the GMO
presence in feed. Feed is regarded GMO-free if it contains non-registered GMO
products in the amount of 0.5% or less of each component. Also, feed containing
registered biotech products in the amount of 0.9% or less of each component is
considered GMO-free. “Registered” refers to GMO products registered by the VPSS
for use in Russia.
6. Annex II: Basic Information on Genetically Modified Organisms
6.1. Definition of a GMO
A genetically modified organism (GMO) is a plant, animal or microorganism whose
genetic code has been altered, subtracted or added (either from the same species or
a different species) in order to give it characteristics that it does not have
naturally107.
The term “genetically modified organism” is legally defined by EU Directive
2001/18/EC of 12 March 2001 on the deliberate release into the environment of
genetically modified organisms. According to Article 2(2) of this directive, an
organism is genetically modified if its genetic material has been altered in a way that
does not occur naturally by mating and/or natural recombination. The directive lists
several techniques the use of which leads to genetically modified organisms. These
are, inter alia, transfer of recombinant DNA that was created outside the organism
by laboratory techniques and certain procedures used for cell fusion.
Sometimes different terms are used to distinguish living GMOs, i.e. living modified
organisms (LMOs)108, from non-living GMOs. LMOs are e.g. living GM plants and their
viable seeds that can be propagated in the environment as well as GM fish and GM
microorganisms for bioremediation. Oil from the kernels of a GM plant is an example
of a non-living GMO.
6.2. Three Generations of GM Plants and their Benefits
The most common genetically modified organisms are crop plants. Their first
generation has been grown commercially since 1996. At present, the most popular
genetically modified trait is herbicide tolerance109, which is available for all of the
major GM crops. In 2008, herbicide-tolerant crops (soybean, maize, canola, cotton
and alfalfa) occupied 63% of the global biotech area110. The second most common
transgenic trait is stacked insect resistance/herbicide tolerance where herbicide
107

From: www.nationmaster.com/encyclopedia/Genetically-modified-organisms. At present, there is no
multilaterally agreed and universally accepted definition of a GMO.
108
The Cartagena Protocol on Biosafety provides the following definition of a LMO: “LMO means any
living organisms that possesses a novel combination of genetic material obtained through the use of modern
biotechnology” (Art. 3g).
109
The herbicide-tolerant crops contain genes that enable them to degrade the active ingredient in an
herbicide, rendering it harmless. The herbicides used for killing weeds are then not able to harm such crops.
110
ISAAA Brief 39: Executive Summary “Global Status of Commercialized Biotech/GM Crops: 2008”
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tolerance and insect resistance are introduced simultaneously to a crop in one
transformation event (the process is called “trait stacking”). In 2008, such crops
occupied 22% of the biotech crop area worldwide111. The third place is occupied by
insect resistance and insect-resistant crops112 occupied 15% of the biotech area in
2008113. Also, there are genetically modified virus resistant plants on the market –
papayas and squash114.
Apart from the input traits described above, research is underway for GM crops
tolerant to environmental stresses, i.e. for:
-

drought-tolerant crops - the first commercial varieties of maize could come on
the market soon after 2012115. Australian researchers are reported to develop
drought-tolerant wheat and achieve early success in field trials. This kind of
GM wheat116 is expected to be available in five to 10 years117;

-

salt-tolerance plants – technology development is underway for cotton, rice,
canola, tomatoes;

-

Nitrogen Use Efficiency canola118 that uses significantly less nitrogen fertilizer
than conventional varieties (field trials conducted).

The first generation of GM crops offers benefits primarily to agricultural producers.
Also, it appears to have less adverse effect on the environment. GMO technology:
-

allows farmers to reduce the use of pesticides on their crops which benefits
environment, prevents negative health effects for farmers who are exposed to
pesticides and saves time (since 1996, worldwide 286 million kilograms less
pesticides use on the GM crop area that decreased the environmental impact
of herbicides and pesticides by 15%)119;

-

by reducing the amount of ploughing needed, it reduces the release of
greenhouse gases from soil (globally in 2006 this GHG reduction was an
equivalent to removing 6.56 million cars from the roads for a year120);

-

whether GMO technology increases yield and so farm revenues is still
controversial. The report of the United States Department of Agriculture121 of

111

Ibidem
E.g. Bt maize or cotton. They contain a foreign gene obtained from bacteria called Bacillus
thuringiensis. Bt toxins kill specific pests, including a range of caterpillars, moths and other insects, but the
toxins are regarded to be harmless to humans.
113
ISAAA Brief 39: Executive Summary “Global Status of Commercialized Biotech/GM Crops: 2008”
114
They contain a viral gene that encodes the virus “coat protein”. In such way, the plant can produce
this viral protein before the virus infects the plant, and if the virus arrives, it is not able to reproduce.
115
See www.transgen.de/aktuell/974.doku.html Maize of BASF and Monsanto.
116
Currently, no GM wheat is available for sale on the world market. In 2004, the American biotech
company Monsanto abandoned its plans to introduce GM wheat on the market due to the strong opposition
from consumer groups as well as from US farmers who feared loosing the EU market. But today, in view of
the food crisis some voices are calling for approval of GM wheat to combat hunger in developing countries
117
Business Report on www.int.iol.co.za by James Grubel of 3 September 2008
118
www.arcadiabio.com/nitrogen.php
119
Graham Brookes and Peter Barfoot of the UK consultancy PG Economics, Global Impact of Biotech
Crops: Socio-Economic and Environmental Effects 1996 – 2006, AgBioForum 2008
120
Ibidem
112
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2006 states that “Currently available GM crops do not increase the yield
potential122 of a hybrid variety. (…) However, by protecting the plant from
certain pests, GM crops can prevent yield losses compared with non-GMO
hybrids, particularly when pest infestation is high. This effect is particularly
important for Bt crops.”
Still, opponents of GMOs argue that GMO technology is flawed. Apart from the
concerns with regard to human health (e.g. possible allergies) and the environment
(e.g. crossing with conventional plants that can compromise biodiversity), there is
also the issue of seeds supply, as GMO seeds are protected by patents and
restrictions on saving seeds apply123.
Also, the works are underway on developing the second generation of GM plants that
are directly consumed as food by humans (GM rice, wheat, fruits) or benefit the
industry. It includes inter alia celiac-safe wheat for people allergic to gluten, research
program for which is in its early stages, so-called “golden rice” enriched with
provitamin A that has been field-tested many years but is not grown yet due to
skepticism about possible health risks, fruits with longer shelf-live124 and an
amylopectin potato Amflora, awaiting approval in the EU, engineered to yield high
amount of starch for industrial processing.
The third generation of GM plants is further away from commercialization than the
second generation but already under research and development. It comprises
modified plants that would produce valuable pharmaceuticals, vaccines,
biodegradable materials for industry or enzymes improving animal feed. This
technology is called biopharming.
6.3. GM Plants Cultivation Worldwide
Genetically modified plants were first grown on a large scale in 1996 in the United
States. Since then the area of their cultivation has expanded considerably and in
2008 GM plants were grown on 125 million hectares by 13.3 million farmers in 25
countries125. These 125 million hectares account for 8% of total crop land in the
world.
Yet, to put these numbers in a right perspective, it should be underlined that nearly
92% of all GM crops were grown in five countries only – the USA, Argentina, Brazil,
India and Canada (114.5 million ha out of 125 million ha). The country with the most
area of GM crops is the United States with 62.5 million ha that account for 50% of
121

Jorge Fernandez-Cornejo and Margriet Caswell, The first decade of Genetically Engineered Crops in the
United States, USDA 2006
122
The yield that a cultivar gives under optimal conditions.
123
For developing countries, if they are willing to benefit from the use of genetic modification, it is
essential to have access to GMO technology and GMO seeds at affordable cost. There are fears that, with
the GMO use spreading in the world, the high concentrated agro-biotechnology industry would eventually
dominate global food sector. It could then enforce high prices for their GMO seeds as farmers become
depended on their supplies.
124
That is with delayed ripening. The first such fruit was Flavr Savr tomato, first sold in 1994 in the USA
and withdrawn in 1996 (safety concerns, twice as expensive as non-GM tomatoes, no better flavor and
prone to bruising)
125
15 developing and 10 industrial countries. From ISAAA Brief 39: Executive Summary “Global Status of
Commercialized Biotech/GM Crops: 2008”.
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the total GM crop area. It is followed by Argentina (21 million ha), Brazil (15.8
million ha), India and Canada (7.6 million ha). Other countries where GM crops were
cultivated in 2008, in order of hectarage, are: China, Paraguay, South Africa,
Uruguay, Bolivia, Philippines, Australia, Mexico, Spain, Chile, Colombia, Honduras,
Burkina Faso, Czech Republic, Romania, Portugal, Germany, Poland, Slovakia and
Egypt. As can be seen, Spain is the leading country that cultivates GM crops in
Europe (79,269 ha in 2008) and the total GM crop area (of the EU approved Bt
maize) in the European Union covered over 107,719 ha in 2008.
Table 6: Global area of biotech plants in 2008 (million hectares)
Rank
1.

Country
USA

Area
62.5

2.
3.
4.
5.
6.

Argentina
Brazil
India
Canada
China

21.0
15.8
7.6
7.6
3.8

7.
Paraguay
8.
South Africa
9.
Uruguay
10.
Bolivia
11.
Philippines
12.
Australia
13.
Mexico
14.
Spain
15.
Chile
16.
Colombia
17.
Honduras
18.
Burkina Faso
19.
Czech Republic
20.
Romania
21.
Portugal
22.
Germany
23.
Poland
24.
Slovakia
25.
Egypt
Source: ISAAA

2.7
1.8
0.7
0.6
0.4
0.2
0.1
0.1
<0.1
<0.1
<0.1
<0.1
<0.1
<0.1
<0.1
<0.1
<0.1
<0.1
<0.1

Biotech plants
Soybean, maize, cotton, canola,
squash, papaya, alfalfa, sugar
beet
Soybean, maize, cotton
Soybean, maize, cotton
Cotton
Canola, maize, soybean
Cotton, tomato, poplar, petunia,
papaya, sweet pepper
Soybean
Maize, soybean, cotton
Soybean, maize
Soybean
Maize
Cotton, canola, carnation
Cotton, soybean
Maize
Maize, soybean, canola
Cotton, carnation
Maize
Cotton
Maize
Maize
Maize
Maize
Maize
Maize
Maize

In comparison to 2007, the total area of GMO cultivation in 2008 increased by 9.4%
(equivalent to 10.7 million ha). It is the sixth highest increase in the global GM crop
area in the last 13 years126. Remarkable is the increase in India (+1.4 million
hectares of GM cotton).
As to the adoption by crop, globally the most popular is soy (65.8 million ha in 2008
that make 53%), maize (37.3 million ha), cotton (15.5 million ha) and rapeseed (5.9
million ha). Also, GM zucchini (known as squash), GM alfalfa (luzerne) and GM
papayas are grown on a small scale in the USA and sugar beet in the USA and
126

Ibidem
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Canada. In China, GM papayas and GM poplars are grown as well as GM varieties of
tomato, tobacco and sweet pepper127.
Apart from approvals for cultivation, 124 events of 23 crops have been authorized
worldwide since 1996 for import for food or feed and for release into the
environment. The list of 52 countries that have authorized biotech crops is headed
by Japan, followed by the USA, Canada, South Korea, Australia, Mexico, the
Philippines, New Zealand, the European Union and China. The most events , 3opl
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Figure 6: Top exporters of soybeans (for marketing years)
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Figure 7: Top importers of soybeans (for marketing years)
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The main four importers of soybeans account for almost three-quarters of total
world’s soybean imports.
When it comes to soybean meal, the top three exporters in 2007/3008 were
Argentina, followed by Brazil and the USA; the main importers were the EU-27
(almost half of the global imports volume of 55.0 million tons), then Indonesia and
Vietnam.
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Figure 8: Top exporters of soybean meal (for marketing years)
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Figure 9: Top importers of soybean meal (for marketing years)

Million metric tons

30
25
20
2006/2007

15

2007/2008

10
5

pa
n
Ja

nd

Ko
re
a
So
ut
h

ila
Th
a

et
na
m
Vi

In
d

EU

on
e

sia

-2
7

0

Importing countries

Source: USDA
As regards soybean oil, the main exporters are Argentina, Brazil and the USA,
importers – China, the EU-27 and India. The EU is a traditional buyer of soybeans
and soy products whereas China135 and India136 are relatively new but already

135

In July 2008 the China’s government adopted a huge budget for a research program on genetically
modified crops until 2020, which is expected to speed up commercial production of GM crops in the
country. China Daily newspaper reported that the funding could be up to 20 billion Chinese yuan (USD
2.92 billion). Until now China, the world’s leader in developing GM rice, has postponed its
commercialization due to global consumers concern over safety of GM crops and potential threats for
Chinese rice exports.
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important players. Argentina is expected to dominate global exports of soybean meal
and soybean oil also in the future137.
Figure 10: Top exporters of soybean oil (for marketing years)
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Figure 11: Top importers of soybean oil (for marketing years)
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136

The biosafety regulation of India “Rules for the manufacture, use, import, export and storage of
hazardous microorganisms genetically engineered organisms or cells” is of 1989. GMOs are approved by
the Genetic Engineering Approval Committee under the Ministry of Environment and Forests. The first
GM crop – Bt cotton – was approved in India in 2002. In May 2008 the draft National Biotechnology
Regulatory Bill was presented to the public. It stipulates setting up a National Biotechnology Regulatory
Authority as a “single window”. The bill is expected to facilitate approvals of GMOs.
137
Argentina’s tax on soybean export is higher than on soybean meal and oil.
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It is projected that it is China that will dominate global soybean imports in the near
future. The volume of soybean crushing in China could be higher that that of the
USA, the current leader, within the next few years138. Other promising regions with
regard to imports of soy products are Latin America, North Africa and the Middle
East.
As regards maize, the volume of its exports amounted to over 96.0 million tons in
2007/2008. The top producer of maize is the United States. In the marketing year
2007/2008 the USA exported 61.6 million tons maize, which is equivalent to about
65% of the maize exported worldwide. It is estimated that almost half of US maize is
genetically modified139.
Figure 12: Top exporters of maize (for marketing years)
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www.ers.usda.gov/briefing/soybeansoilcrops/2008baseline.htm#world
GMO Compass
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Figure 13: Top importers of maize (for marketing years)
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Concerning cotton, it is estimated that 43% of this crop worldwide was genetically
modified140 in 2007. In 2007/2008 the volume of cotton exports amounted to over
38.0 million of 480 lb. bales and the top exporter was the USA, accounting for onethird of the world’s exports volume.

16
14
12
10
8
6
4
2
0

2006/2007

Exporting countries
Source: USDA

140

GMO Compass

56

i
al
M

U

In
di
U
a
zb
ek
is
ta
n
Br
az
il
Au
st
ra
lia
G
re
Tu
ec
rk
e
m
en
is
ta
n
Bu
rk
Ka
in
a
za
kh
st
an

2007/2008

SA

Million of 480 lb. bales

Figure 14: Top exporters of cotton (for marketing years)
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Figure 15: Top importers of cotton (for marketing years)

14
12
10
8

2006/2007

6

2007/2008

4
2

C

hi
n
Pa a
ki
st
an
T
Ba urk
ey
ng
la
de
sh
In
do
ne
si
Th a
ai
la
nd
M
ex
ic
o
R
us
si
a
Ta
iw
So
an
ut
h
Ko
re
a

0

Importing countries
Source: USDA
6.5. AgBioTech Industry
The Convention on Biological Diversity defines biotechnology as “any technology
application that uses biological systems, living organisms or derivates thereof to
make or modify products or processes for specific use”.
Biotechnology as a business activity has became more and more interesting for the
private industry due to the strengthening of intellectual property rights protection in
the USA, mainly during the 1970s and 1980s. As a consequence, private investments
in crop variety research and development increased fourteenfold between 1960 and
1996 (adjusted for inflation) whereas public expenditures altered little141. GMO seeds
are protected by patents that give their owners the exclusive right to multiply and
market them. The patent owner can demand patent royalties from farmers who use
his GMO seeds and crops and sue them for patent infringements. It implies also legal
liability arising from pollution by neighbor’s GM crops (inadvertent contamination)142.
Thanks to the TRIPS143 Agreement of the World Trade Organization, it is increasingly
141

Jorge Fernandez-Cornejo and Margriet Caswell, The first decade of Genetically Engineered Crops in the
United States, USDA 2006
142
See e.g. the case of Percy Schmeiser from Canada, who faced a lawsuit from Monsanto after his crops
became contaminated with its GM rapeseed in 1996. The Federal Court of Canada ruled that Schmeiser no
longer owned his seeds and crops because they contained the patented GMO genes (2001). The Supreme
Court of Canada ruled that the Monsanto’s patent on the gene is valid but Schmeiser do not have to pay
Monsanto anything as he did not benefit from the presence of GM rapeseed in his fields (2004). In March
2008, in an out of court settlement Monsanto agreed to pay the clean-up costs of the GM rapeseed that
contaminated Schmeisers’s fields (Schmeiser argued that when a company own and control the gene, it is
also liable for the uncontrolled spread of the GMOs). www.gmfreeireland.org/interviews/schmeiser.php
www.taz.de/nc/1/zukunft/umwelt/artikel/1/monsanto-zahlt-schadenersatz
143
Agreement on Trade-Related Aspects of Intellectual Property Rights is Annex 1C of the Marrakesh
Agreement Establishing the World Trade Organization, signed in Marrakesh, Morocco on 15 April 1994. It
sets minimum standards for intellectual property rights, including patents, and states that patents shall be
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easier for the biotechnology industry to enforce its intellectual property rights also in
developing countries.
Historically, there were three types of companies involved in agricultural
biotechnology: so-called new biotechnology firms (e.g. Plant Genetic System, now
part of Bayer CropScience), agrochemical firms (e.g. Syngenta, Monsanto, Bayer,
BASF) and seed companies (e.g. Pioneer Hi-Bred, now within the DuPont group). As
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Table 8: The world's leader Monsanto and its rivals in the agrochemical and
seed industry
Company

Sales in USD million in 2005
Total
Agrochemical
Seeds /
Total
sales
Biotech
Monsanto
6,323
3,078
3,245
2
DuPont
5,288
2,302
2,986
3
Syngenta
8,104
6,307
1,797
1
BASF
3,981
3,981
4
Source: Phillips McDougal from
www.wikinvest.com/stock/Monsanto_Company_(MON)

Ranks
Agrochemical
3
4
1
2

Seeds /
Biotech
1
2
3
---

The industry leader is Monsanto through its Roundup Ready soy and Bt insect
resistant cotton and maize. The company holds a 70-87% world market share on
various genetically modified crops149. Its seed and trait business is expected to
contribute approximately USD 3.5 billion of gross profit expected by the company in
the fiscal year 2008150. DuPont merged with Pioneer Hi-Bred International in 1999,
which strengthened its capacity to develop plant genetics. Jointly with Dow
AgroSciences they developed the Herculex® RW maize. Syngenta’s GM crops include
Bt maize and glyphosate-tolerant maize and soybeans. BASF developed the Amflora
potato and has been collaborating with Monsanto on research and development in
the field of plant biotechnology since 2007.

149

http://research.investopedia.com/news/IA/2008/Monsanto_Seed_Of_Profit_In_A_World_Of_Drought_
MON.aspx?partner=aol
150
www.monsanto.co.uk/news/ukshowlib.phtml?uid=12794
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