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Chapter 18

INTERNATIONAL TRADE OF
GENETICALLY MODIFIED

ORGANISMS

Concern has been growing among consumers in Europe, the United States,
and Japan over the safety of genetically modified foods. At the end of January
2000, the Cartagena Protocol on Biosafety to the Convention on Biological Diver-
sity was adopted, providing an international agreement on procedures for interna-
tional trade in living modified organisms that influence biological diversity. There
have also been proposals for the establishment of a working group within the WTO
to study biotechnology issues.

This chapter analyzes the discussion of biotechnology safety and trade
measures in various international forums and considers the need for international
rules to govern trade in products created with biotechnology.

BACKGROUND

Disputes About Safety
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In 1990, an EU directive on the deliberate release into the environment of

genetically modified organisms obligated the importers and distributors of these
organisms to submit information on their environmental impact and human health
risks, and formulated review and approval procedures for EU member countries
and the EU itself. Some EU members were of the opinion that these regulations
were inadequate, and a June 1999 decision of the Environment Ministers Council
announced a moratorium on  approval of any new genetically modified agricultural
products until it could be demonstrated that these materials have no adverse impact
on the environment or human health or until the amendments sought by the minis-
ters were enacted. In this context, on February 2001, the EU adopted a revised di-
rective that introduced mandatory consultation with the public and labelling, as
well as mandatory monitoring of long-term effects.

The United States, which exports genetically modified agricultural products,
has criticized the EU moves as being politically motivated and as caving in to envi-
ronmental protection organizations. Neither of which are grounded in science.

Disputes About Labelling

In 1997, the EU enacted new food regulations requiring labelling of all
foods that 1) did not have equivalent composition, nutrition, use, and other attrib-
utes to conventional foods; 2) impacted the health of specific persons; 3) raised
ethical issues; or 4) contained living genetically modified cells (vegetables, for ex-
ample). In September 1998, labelling was required for soybeans and corn contain-
ing modified genes or new proteins that are the result of modified genes. This
regulation has not been smoothly implemented, however, because of failure to cre-
ate a list of foods not requiring labelling.

By contrast, the United States argues that there is no obligation to label ge-
netically modified agricultural products unless there are substantial changes in
composition compared to existing foods or increased health risks due to the trig-
gering of allergies and similar reactions. It opposes these regulations because, it
argues, there are no grounds to conclude that genetically modified cells or the
presence of proteins by themselves mean that a product is not equivalent to con-
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ventional products, and that large costs are incurred in segregating the management
of genetically modified agricultural products  and other materials.

Discussions at International Forums

The OECD (Organization for Economic Cooperation and Development) has
studied environmental and food safety assessment concepts and has established a
“Working Group on Harmonization of Biotechnology Regulatory Supervision” to
promote the international harmonization of national environmental safety regula-
tions. In addition, it has attempted to summarize the scientific insights that will
form the basis for safety evaluations, and to build systems for the exchange of in-
formation among international institutions and member countries regarding the
regulation of genetically modified materials. The OECD has also established a
“Task Force on New Food and Fertilizer Safety” to undertake a specific study of
the safety of food and fertilizer products.

During the Cologne summit of June 1999, the G8 requested the OECD to
“study the safety of biotechnology and foods”. The OECD responded to this by
establishing an ad hoc group on food safety in addition to the two working groups
and by holding the Edinburgh Conference on the safety of genetically modified
foods, which was attended by a broad range of participants, including representa-
tives of academia and consumer interest groups. It reported its findings during the
Kyushu-Okinawa Summit in July 2000.

In June 1999, the United States and Canada argued in the WTO/TBT Com-
mittee that the EU’s genetically modified food labelling regulations “began to be
enforced without a list of products excluded from labelling and therefore became a
substantial impediment to trade”.

THE CARTAGENA PROTOCOL ON BIOSAFETY TO
THE CONVENTION ON BIOLOGICAL DIVERSITY

 AND THE WTO AGREEMENT
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The Cartagena Protocol on Biosafety establishes procedures for safely trans-
porting, handling, and using Living Modified Organisms (LMOs) based on Article
19.3 of the Convention on Biological Diversity. The Cartagena Protocol includes
provisions for “trans-boundary movement” within its procedures for the safe trans-
portation of LMOs (Article 11, among others) and therefore raises issues in rela-
tion to the WTO Agreements.

Of particular concern is the Protocol’s procedure for agreement prior to
LMO movement, which calls for prior assessment of detrimental impact on the im-
porting country based on information disclosure and public participation. This pro-
vision also recognizes the importing country's right to decide whether to accept or
refuse importation. In making this decision, the Protocol allows a “precautionary
approach” to be used. The Protocol also deems importation to be declined should
measures sought by the importing country fail to be taken by deadlines established
in the Protocol (Article 9.4, Article 10.5, Article 11.7). This is also a reflection of
the “precautionary approach”.

General Relationship to the WTO Agreement

Like the WTO Agreement, the Cartagena Protocol is a universal internation-
al treaty that applies to all countries. Many WTO Members are expected to join the
Protocol. The preamble to the Cartagena Protocol states that it is mutually suppor-
tive of existing international agreements, including the WTO Agreement, and nei-
ther modifies their rights and obligations nor sets priorities among them. Countries
that are parties to the Cartagena Protocol and other existing international agree-
ments must adhere to both of them. They therefore require implementation tech-
niques that do not cause either agreement to conflict with the other.

Relationship with the SPS Agreement

Among the WTO Agreements, the Agreement on the Application of Sanitary
and Phytosanitary Measures (SPS Agreement) is most likely to raise problems in
terms of the Cartagena Protocol. The SPS Agreement was created to minimize the
adverse impact on trade of sanitary and phytosanitary measures. The Cartagena
Protocol contains looser procedures than the SPS Agreement for LMO risk as-
sessment based on prior agreement procedures (Article 1) and allows the importing
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country to ban imports of an LMO intended to be carried into the environment if
scientific information on its safety is lacking (Article 10.6). This has the potential
to strain the relationship between the Protocol and the SPS Agreement.

If the Cartagena Protocol is deemed to be an “international standard, guide-
line or advisory” as defined in the SPS Agreement, government-imposed LMO
measures would probably be found in conformance with the WTO Agreement even
were they to lack “appropriate scientific grounding” (SPS Agreement, Article 3.2).
“International Standards, guidelines and advisories” are formulated by the Codex
Alimentarius Commission  (Joint FAO/WHO Food Standards Program), the Inter-
national Office of Epizootics and the International Plant Protection Convention.
For others to be considered “international standards” they must: 1) cover areas not
covered by these organizations; 2) be promulgated by other international organiza-
tions open for membership to all WTO Members; and 3) be identified by the
Committee on Sanitary and Phytosanitary Measures (the SPS Committee) (SPS
Agreement, Annex A, paragraph 3(d)).

The Cartagena Protocol fully meets Condition 1. As for Condition 2, the
Cartagena Protocol is a formal treaty drafted by government representatives in
contrast to the Codex Alimentarius Commission Food Standards Committee, which
is effectively a private committee whose standards have no legally binding force.
On the other hand, the United States and some other countries have not joined the
Convention on Biological Diversity and therefore do not have formal membership
qualifications for the Conference of the Parties to the Convention on Biological
Diversity that produced the Cartagena Protocol. Still, because the Conference of
the Parties to the Convention on Biological Diversity is open to all WTO Mem-
bers, Condition 2 is met. (In point of fact, some 177 countries have signed the
Convention on Biological Diversity as at August 2000.)

The problem is with Condition 3. Annex A of the SPS Agreement makes no
mention of the Conference of the Parties to the Convention on Biological
Diversity, and for the standards drafted by the Conference to be considered “inter-
national standards” for the purposes of the SPS Agreement, the SPS Committee
would need to recognize the Conference. In other words, were Committee’s recog-
nition gained, the Cartagena Protocol would constitute an international standard as
defined in Article 3.1 of the SPS Agreement, and measures taken thereunder would
be consistent with the WTO Agreements.
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The conclusion to be drawn from this is that until the Conference of the Par-
ties to the Convention on Biological Diversity is recognized by the SPS Commit-
tee, the rights and obligations of the Cartagena Protocol may in some cases super-
ficially contradict rights and obligations under the SPS Agreement. This then be-
comes a question of whether contravention of the SPS Agreement would be justi-
fied as exceptions under Article XX of the GATT. Further study must therefore be
given to the relationship between Article XX of the GATT and the SPS Agree-
ment. In the preamble to the SPS Agreement, it says that the purpose of the agree-
ment is to provide disciplines for the application of Article XX(b) of the GATT, so
the provisions of Article XX(b) of the GATT would conceivably apply to contra-
vention of the SPS Agreement.

The relationship between the WTO Agreement and multilateral environ-
mental agreements like the Cartagena Protocol raises the possibility that, depend-
ing upon interpretation, trade-restrictive measures taken by signatories to a multi-
lateral environmental agreement against non-signatories may be found to be incon-
sistent with the WTO Agreements. Further discussion will be needed to define
WTO-consistent multilateral environmental agreements.

PRECAUTIONARY MEASURES

The Precautionary Approach of the Cartagena Protocol

The risk assessment outlined in the Cartagena Protocol represents a “greatest
common denominator” that takes account of the differences in the ecosystems of
individual countries. The Protocol does not provide a detailed description but de-
fers to the domestic law of the parties. It does, however, permit actions based on a
“precautionary approach” (note that this is not the same as a “precautionary princi-
ple”), which means that signatories must formulate appropriate measures for this.
How countries incorporate the precautionary approach in the formulation of their
risk assessment rules is a matter that will need to be watched closely. How the pre-
cautionary approach is reflected in domestic law must take account of the degree of
maturity in the country’s LMO risk assessment system. It is perhaps impossible to
demonstrate that food products are completely without risk. Currently, the OECD
and other international forums are discussing concepts like “familiarity” and “sub-
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stantial equivalence” for use in living organism and food risk assessments. But be-
cause different forums use different definitions of “substantial equivalence", dis-
cussions at the OECD, Codex Alimentarius Commission, and other forums on the
safety of genetically modified foods will need to be watched closely. Risk assess-
ment from the perspective of biodiversity and ecology has much in common with
the management of imported seeds; a study of the systems and procedures used in
this area may provide valuable background.

Pros and Cons of Introducing Precautionary Principle
 Into the WTO Agreement

Precautionary principle has been frequently discussed in recent years, but no
generally accepted precautionary principle in international law or international en-
vironmental law has yet been established, nor is there necessarily a common inter-
national understanding on the interpretation of this concept. The “precautionary
approach” in the Rio Declaration on Environment and Development can be seen as
an attempt to formulate a general definition of precautionary principle in interna-
tional environmental law. The United Nations Framework Convention on Climate
Change (UNFCCC) also includes precautionary principle, but this principle is for
use within the UNFCCC itself, and even then whether to take suppressive action
such as reducing greenhouse gas emissions or to take other measures are matters to
be ultimately decided by political negotiations and the political will of the signato-
ry countries. Other examples of multilateral environmental agreements that include
precautionary principle or the precautionary approach are the Montreal Protocol,
the Basel Convention on the Control of Transboundary Movements of Hazardous
Wastes and their Disposal, and the Convention on International Trade in Endan-
gered Species of Wild Fauna and Flora (CITES). Here again, however, precaution-
ary principle and precautionary approach have significance only within the context
of the individual treaty itself.

The key issue in the introduction of precautionary principle to the WTO
Agreements is how measures will be handled when they are taken by WTO Mem-
bers based on treaties concluded among a small number of countries or when they
are taken based on precautionary principle as a unique, individual policy of a sin-
gle country. Given the special nature of precautionary principle, their introduction
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to WTO agreements would require full study of the definition and content of pre-
cautionary principle to be applied and the degree of scientific causal evidence re-
quired for problematic measures. Precautionary principle would need to be defined
as having a specific meaning, and its scope of application would need to be clearly
limited. Precautionary principles have traditionally been vague, and such principles
would not be suited to the WTO system, which aims for broad application of gen-
eral principles. The introduction of precautionary principle of this kind would po-
tentially destabilize the WTO.

GENETICALLY MODIFIED ORGANISM LABELLING

Developments in the Codex Alimentarius Commission

The Codex Alimentarius Commission is the body that determines interna-
tional standards for foods. It has had several focuses for its studies of genetically
modified foods and their impact on human health, including labelling of geneti-
cally modified foods and ingredients (Codex Committee on Food Labelling), risk
assessment (including precautionary principle; Codex Committee on General Prin-
ciples), and safety assessment (Codex Ad Hoc Intergovernmental Task Force on
Foods Derived from Biotechnology). The Codex Committee on Food Labelling has
discussed two options: 1) an obligation to indicate “different composition, nutri-
tional value or intended use from conventional food products” when there are sub-
stantial changes from conventional food products that would warrant informing
consumers about composition, nutritional value, and intended use, but not requir-
ing indications of genetically modified foods per se; and 2) in addition to Option 1
above, obligating indications that foods and food ingredients are living modified
organisms . The United States, Canada, and Australia support Option 1, and the EU
and Japan support Option 2. In other words, the countries engaged in commercial
cultivation of genetically modified agricultural products support Option 1 while
other countries support Option 2. Wide gaps between the countries supporting the
two different options continue to be evident.

Policy Response in Japan
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Given the conflict between the United States and the European Union in the
Codex Committee on Food Labelling, Japan plans in April 2001 to implement a
policy that: 1) that would require indications of “genetically modified foods” for
commercial foods  so as to enable consumers to select the products they desire
(quality labelling based on the amended Japan Agricultural Standards Law), and 2)
legal obligations for genetically modified foods to undergo safety reviews and
provide safety indications (Food Sanitation Law). Essentially, Japan will be putting
Option 2 into practice.

Nonetheless, Japan continues to see the need for appropriate action at the
WTO and other forums so that genetically modified organism labelling that lacks
sufficient scientific and/or policy rationale not be allowed to disguise trade-
restrictive measures.
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