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Abstract 

One of the most imponant developments of the 21st century has been the emergence of biotechnology and genetic engineering. 

In response to this development, the Cartagena Protocol on Biosafety, which entered into force in September 2003, was 

negotiated. The Cartagena Protocol sets up a regime governing the international movement of genetically modified organisms 

which aims to protect biodiversity from any adverse effects of genetically modified organisms. However the Cartagena Protocol 

is not the only regime governing such movement. The wro also covers the trade in genetically modified organisms. Both 

agreements treat the precautionary principle differently. It is almost inevitable that a trade dispute concerning GMOs will occur. 

This means that harmonisation between the two agreements is highly desirable. The best way to achieve this would be for the 

wro to use the Cartagena Protocol as evidence of internationally accepted standards for GMOs. 

Word Length 

The text of this paper (excluding abstract, table of contents, footnotes, bibliography and appendices) comprises approximately 

15,100 words. 
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I INTRODUCTION 

The latest developments in agriculture have enabled scientists to incorporate 

various traits from many species into different plant and animal varieties. This new 

technology, called genetic engineering ("GE"), is advancing rapidly, with more than 

28 million hectares of GE crops planted world wide in 1999.1 US plantings of 

genetically modified ("GMO") crops accounted for 72% of this in 1999.2 

The possible benefits of GE are numerous . Proponents cite the ability of 

genetically modified organisms ("GMOs") to be disease resistant and, potentially , to 

provide enough food to end world hunger. President Bush, at a recent biotechnology 

conference, claimed, "[w]e should encourage the spread of safe , effective 

biotechnology to win the fight against global hunger." 3 

However, opponents of GE claim that there has not been enough testing of 

GMOs to ensure that they will be safe for humans and the environment. They point 

out that the testing that has been done so far in relation to GMOs is mostl y to ensure 

that the crops will actually grow.4 There has been little testing of the long-term effects 

of GMOs on humans, animals and the environment.5 The New Zealand Royal 

Commission of Inquiry on Genetic Modification concluded, "little is yet known about 

the environmental impacts of GMOs." 6 Even today, thirty years after GE products 

first started appearing in supermarkets, scientists have yet to reach a consensus on 

whether GMOs are fundamentally different from normal crops.7 Some scientists see 

1 Deborah Katz "The Mismatch Between the Biosafety Pro tocol and the Precautionary Principle" 
(2000) 13 Geo Int ' l Envtl L R 949, 950. 
2 Paul E. Hagen and John Barlow Weiner "The Cartage na Pro tocol on Biosafety: New Rules fo r 
International Trade in Living Modifi ed Organi sms" (2000) 12 Geo lnt 'l Envtl L Rev 697, 699. 
3 "Bush argues Africa harmed by Europe's GE Polic ies" (9 Jul y 2003) New Zea land Herald Auckland 
4. 
4 Annette Cott er "Jf we are no t sure about GM , We shouldn 't do it"( l 9 Jul y 2003)Newlealand Herald 
5. 
5 It has often been claimed that there have been no adverse consequence from fi eld releases of GMOs 
in the US. In 1993, however, the data from the US Department o f Agri culture (USDA) fi eld tri als were 
evaluated to see whether th ey support ed these sa fety cl aims. The Union of Concerned Scientists, which 
conducted the evaluati on, fo und that the data collec ted by the USDA on small -scale tests had very littl e 
valu e for commercial risk assessment. Many reports fail to mention, much less measure, environmental 
ri sk: Shiva Vandana Stolen Harvest (South End Press, UK, 2000) 102. 
6 Ministry fo r the Enviro nment "GM Current Controls in NZ and the Royal Commissions 
Recommendations" (October 2001) Press Release. 
7 David J chnier "Genetica ll y Modifi ed Orga ni sms and the Cartage na Pro tocol" (2001) 12 Fordham 
Envtl Law J 377, 382. 
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GE as just an extension of natural breeding techniques, while others see GE as a 

drastic change in the whole make up of a species or plant. 

In light of these uncertainties governments face a dilemma: how to make 

decisions on risks that are as yet impossible to ascertain? Should GMOs be banned 

until it can be established beyond question that they will do no harm? Alternatively, 

can a case be made to allow the use of GMOs on the basis that lack of full scientific 

certainty is not a justification for preventing an action that might be harmful? 

In response to scientific and consumer concerns about the uncertainty 

surrounding GMOs there have been both national and international regulatory 

structures put in place. This paper will examine the two principal international 

regulatory structures for the trade in GMOs. These are, the system established under 

the WTO, and the Cartagena Protocol ("the Protocol"). 

The Protocol , which entered into force on 11 September 2003, was negotiated 

under the framework of the Convention on Biodiversity ("the Convention") and sets 

up a regime governing the international movement of GMOs. The Protocol is 

concerned with limiting such movement in accordance with the precautionary 

principle. The precautionary principle, in simple terms, states that if there is lack of 

scientific certainty as to the effects of any action then that action should be deferred. 

The Protocol attempts to address growing international concern with GMOs by giving 

member countries the right to restrict trade in GMOs until uncertainties have been 

removed. 

The WTO, on the other hand, is a regime that regulates the international trade 

in all goods with the express intention of preventing any limitation on that movement. 

The WTO requires that its members should not limit trade unless there is firm 

scientific evidence that such trade may be harmful to humans, animals or the 

environment. 

In general terms therefore, these agreements appear to clash. The WTO has 

hinted that trade restrictions in a multilateral environmental agreement ("MEA'') such 
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as the Protocol might violate the WT0.8 This creates an immediate problem for 

countries that are members of both these agreements. While not all of the parties to 

the Protocol are currently members of the WTO, the great majority are.9 How should 

these countries then manage their respective obligations under these two seemingly 

contradictory regimes? 

New Zealand is a member both of the Protocol and the WTO. Can New 

Zealand restrict its imports of GMOs from exporters such as the US by claiming that 

there is scientific uncertainty as to the effects of GMOs on humans and the 

environment? On the basis of the Protocol this would appear permissible, but how 

would this affect New Zealand's obligations under the WTO? 

The US has been threatening to initiate a dispute at the WTO over GMOs for a 

number of years. The US seems to be particularly concerned with the EU's de facto 

moratorium on approving new GM crops and foods. 10 A host of big US busines es 

that produce GMOs have lobbied the US fiercely. 11 Some commentators have claimed 

that any complaint taken to the WTO by the US over GMOs would be tantamount to 

an attempt by the US to undermine the Protocol. 12 

Part II of this paper will examine the Protocol and look at the issues that were 

raised during the negotiations for the Protocol. Part III will focus on the precautionary 

principle as it has been incorporated into the operational part of the text of the 

Protocol. Part IV of this paper will examine the Protocol 's relationship with the WTO. 

The savings clause contained in the preamble of the Protocol will be examined along 

with the dispute system at the WTO. 

8Thomas Cors "Biosafety and International Trade: Conflict or Convergence?" (2000) 2 lnt J 
Biotechnology 27, 34. 
9 Paul E. Hagen and John Barl ow Weiner "The Cartagena Protocol on Biosafety: ew Rules fo r 
International Trade in Living Modifi ed Organisms" (2000) 12 Geo lnt 'I Envtl L Rev 697, 707. 
1° Friends of the Earth "G M Trade War Looms" (12 May 2003) Pre s Relea e, avai lable at 
<http:ijwww.foe.co.uk/re ource/briefi ngs/wto dispute res mech.pdf > (last acce sect 14 August 
2003). 
11 Friends of the Earth "GM Trade War Looms" (12 May 2003) Press Release, avai lab le at 
<http://www.foe.co.uk/resource/briefings/wto disputes res mech.pdf> (last accessed 14 August 
2003). 
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The next part of the paper will examme how the WTO might deal with a 

dispute over the trade in GMOs. This part will focus on the SPS Agreement under the 

WTO and will look at important WTO cases that deal with trade and the environment. 

Part VI will look at other international law that is relevant to the WTO. Part VII will 

look at what the WTO has done so far in relation to the environment and IX will 

examine WTO reform . The thesis of this paper is that the best way to deal with the 

conflict would be for the WTO to use the Protocol as evidence of internationally 
accepted standards for GMOs. 

II THE CARTAGENA PROTOCOL13 

The Protocol entered into force on the 11 September 2003. To date , 57 

countries have ratified the Protocol. 

A Objective of the Protocol 

The objective of the Protocol, set out at article 1, is 

to contribute to ensuring an adequate level of protection in the fi eld of the safe 

transfer, handling and use of GMOs resulting from modern biotechnology that 

may have adverse effects on the conserva tion and sustainable use of biologica l 

diversity, taking also into account ri sks to human health , and pecifica ll y 

focussing on trans-boundary movements. 

Additionally , both the Preamble and Article 1 of the Protocol state that its 
mam objective is to ensure protection against GMOs in accordance with the 

precautionary approach contained in Principle 15 of the Rio Decl aration on 
Environment and Development ("Rio Declaration"). 

12Centre for International Environmental Law "The WTO 5 th Ministeri al Conference in Cancun " (27 
June 2003) Press Release, available at <htt : www.ciel.o r ae Cancun Jun27 announce. html> (l ast 
accessed 6 Jul y 2003). 
13 Th e Cartagena Protocol on Biosafety. The full tex t of the Protoco l is avail able at 
<http//:www.biodi v.o r io afet > ( last accessed 27 September 2003) See Appendix One fo r full tex t 
of the Protoco l. 
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B Scope of the Protocol 

The Protocol applies to two general categories of GMOs: tho e intended for 

release into the environment and those intended for use in food or feed, or for 

processing. 

However, the operational sections of the Protocol are limited to living 

GMOs that are intended for release into the environment. 14 GMOs intended for use in 

food or feed, or for processing are subject to a less onerous regime that is discussed 

below. 

Living GMOs that can be introduced into the environment are organisms 

such as fish, plants, microorganisms and seeds. The basis for this distinction is that 

these types of organisms can mutate, migrate and multiply and thus pose a greater 

threat to biodiversity and native species. The EU argued that all GMOs should be 

covered by the Protocol, as there is potential for other organisms to be introduced into 

the environment too . However, the US was insistent that this would create too heavy a 

burden on exporters. 15 Thus, products like soymilk and cornflakes, which are 

products that will not be directly introduced into the environment, are not covered by 

the operational part of the Protocol. 16 

C The Key Element of the Protocol: the AJA 

Articles 7-12 of the Protocol set up an "advance informed agreement system" 

("AJA") that has been described as "the backbone of the Protocol." 17 The AlA 

requires that an exporting country must obtain the consent of another country before 

14 Protocol, Article 7(1) and 7(2). This means that the Protocol effectively fails to cover 90% of GMO 
goods. 
15 David J Schnier "Genetically Modified Organism and the Cartagena Protocol" (2001) 12 Fordham 
Envtl Law J 377, 408. 
16 Article 7.2 of the Protocol clearly set out that "intentional introduction into the environment" does 
not refer to GMOs intended for direct use as food or feed , or for proce sing. Article 11 of the Protocol 
deals with these types of GMOs. 
17 Aaron Cosbey "The Cartagena Protocol on Biosafety: An analysis of Results" (International Institute 
for Sustainable Development, Canada, 2000) 7, available at <htt www.iisd.or df iosafet . df> 
(last accessed 24 August 2003). 
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shipping living GMOs to that country for the first time. The Protocol requires the 

exporting country to notify the importing country's national authority. The importing 

country must then acknowledge receipt of the notification and, within a certain time 

period, decide whether or not to accept the shipment. 

The Protocol requires that a risk assessment must be carried out for all 

decisions made on whether or not to accept shipments. 18 A party can accept the 

shipment with certain conditions, prohibit the import or request additional information 

from the exporter. The Protocol establishes a "Biosafety Clearing-House" which is an 

Internet site where all decisions are recorded. Article 10 of the Protocol requires that 

any party who agrees to import GMOs is required to communicate its decision to the 

importer and to a Biosafety Clearing House within 270 days of the original 

notification. However, failure to notify does not imply consent. 19 

The parties to the Protocol have the ability to declare some GMOs safe 

through a meeting of the parties. The effect of such a declaration is that the GMO 

concerned is then not subject to the AlA procedure. GMOs intended for contained use 

and GMOs that are just in transit are also not subject to the AlA procedure. 

D GMOs that are to be used as Food or Feed or for Processing 

Article 11 of the Protocol covers GMOs that are shipped in bulk as 

commodities for use as human food or animal feed, or in processed goods (for 

example corn, cotton, and soy).20 These GMOs are not covered by the AlA procedure. 

The Protocol requires that shipments that "contain" or that "may contain" GMOs that 

are intended to be used as food , feed or for processing must be identified in their 

documentation. 

This procedure will be helpful for countries that are enacting domestic 

labelling schemes for GMO products. However, the details of this process are not 

finalised in the Protocol and have been left to be worked out within two years after the 

18 Protocol, article 15. 
19 Protocol, article 10.5. 
20 Protocol, article 7.3. 
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Protocol comes into force. The US fought for this extended time frame to avoid the 

cost of mandatory segregation, arguing that such segregation of exports was simply 

not currently possible or feasible . 21 

E Non-parties 

The Protocol requires trade in GMOs with non-parties to be carried out in a 

manner that is consistent with the objective of the Protocol.22 The Protocol also 

requires parties to encourage non-parties to adhere to the Protocol and to contribute 

information to the Biosafety Clearing-House. The language stops short of banning 

trade in GMOs with non-parties, a result that would almost certainl y have Jed to a 

WTO challenge, because treaties cannot bind non-parties . This provision does have 

the potential , however, to affect non-parties and has particular relevance to the US 

which is not a party to the Protocol. 

F The Negotiations and the Positions of the Parties 

Negotiations for the Protocol commenced in 1995. While not a party to the 

Convention, the US exerted considerable influence over the scope of the Protocol by 

participating in negotiations of the text.23 The US's involvement in the negotiations 

was to ensure that the Protocol has as limited an effect as possible to protect the US 

biotechnology industry .24 Their main concern was that the Protocol should be 

subordinate to the WTO rules so that trade in GMOs would not be disrupted. 

135 countries participated in the negotiations for the Protocol. Quite quickl y 

those countries divided themselves up into different negotiating groups. The first 

group was known as the "Like Minded Group." It consisted of all developing 

21 Aaron Cosbey "The Cartagena Pro tocol on Biosafcty: An A nalysis of Results" (International 
Institute fo r Sustainable Development, Canada, 2000) 7 available at 
<http//www.iisd.org/pdf/biosafety. pdf> (l ast accessed 6 August 2003). 
22 Pro tocol, Article 24.1. 
2
J Friends of the Ea rth "GM Trade War Looms" (1 2 May 2003) Press Release, avail able at 

<http: //www.foe.co.u k/resource/bri efings/wto disputes res mech.pdf> (l as t accessed 14 August 
2003). 
24 Dav id J Schnier Ge neticall y Modifi ed Organi sms and the Cartagena Pro tocol (2001) 12 Fordham 

Envtl Law J 377, 403. 



13 

countries with the exception of Argentina, Chile, and Uruguay . The Like-Minded 

group was in favour of a strong Protocol that would not be subordinate to the WTO 

and one that would have a robust statement of the precautionary principle.25 

The next group, called the Miami Group, comprised Canada, Australia, 

Argentina, Uruguay, Chile and the US. This group consisted of all the major GMO 

exporting countries, and in reality was led by the US. The Miami group was in favour 

of a weak Protocol that would not disrupt international trade in GMOs. The group 

argued for a "savings clause" that would ensure that the Protocol would not displace 

or trump any other international agreements, especially the WTO. 

While participating in the negotiations the US continually sought to have the 

issue of trade in biotechnology products shifted to the WTO's mandate. In a 

communication dated 27 July 1999 the US, with the support of Japan , recommended 

that there should be a GMO group formed in the WTO to deal with the issue.26 

However, the WTO declined to address the GMO issue, mainly due to Jack of support 

from the EU.27 It may be that this lends greater weight to the Protocol because, by 

declining to deal with the issue itself, the WTO effectively consented to the form ation 

of a separate agreement on GMOs. 

The European Union ("EU") formed its own negotiating group that included 

all 15 members of the EU. The most important issue for the EU was the inclusion of 

the precautionary principle in the Protocol. The EU objected to the inclusion of the 

savings clause sought by the Miami group, arguing that it could create problems for 

importing parties that denied importation based on the precautionary principle. 28 

During the final negotiation meeting m January 2000 in Montreal , the 

precautionary principle become one of the most important issues for the parti es and 

25 David J Schnier "Genetica ll y Modifi ed Organisms and the Cartage na Protocol" (2001 ) 12 Fordham 
Envtl Law J 377, 404. 
26 Fiona Macmillan WTO and the Environment (Sweat and Maxwell , London, 2001) 168. 
27 World Development Movement "Rethinking Trade Rules after Seattl e: An Agenda fo r Refo rm" (10 
march 1999) Press Release, availabl e at <htt www.wdm.or .u a O rethinkin ostseattle.htm> 
(last accessed 24 Jul y 2003). 
28 Carolina La en Diaz "The Precautionary Principle since Rio - Biotechnology and the Cartagena 
Protocol" (International Enviro nmental House, Geneva, 16 May 2002). 
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effectively managed to draw out the negotiations for a number of years. 29 However, 

after protracted negotiation , the US withdrew its opposition to the inclusion of the 

precautionary principle in the operational part of the text, and agreement on the draft 

text of the Protocol was finally reached.30 The agreed text of the Protocol was opened 

for signature at the UNEP headquarters in Nairobi from 15 - 26 May 2000. 

III THE PRECAUTIONARY PRINCIPLE 

Early on in the negotiations it was agreed that the Protocol would include the 

precautionary principle but the real issue was how strongly this would feature in the 

operational part of the Protocol. The EU fought heavily for the inclusion of the 

principle in the operational part of the text, and won. The result is that the Protocol 

contains one of the strongest references to the precautionary principle to date31 and is 

the first protocol of its kind to put the precautionary principle in an operational part of 

the protocol , rather than just make reference to it in the preamble.32 David J Schnier 

describes the Protocol as "propelling the precautionary principle to the forefront of 

international environmental law. 11 33 

The Protocol incorporates the precautionary principle into a country 's 

decision-making process under the AIA and gives members the ability to take trade 

restrictive action to prevent potential adverse effects of GMOs on biodiversity and 

human health. 

Article 10.6 of the Protocol sets out that: 34 

A lack of scientific ce rtainty due to insufficient relevant scientific in fo rmat ion 

and knowledge regarding the ex tent o f the po tenti al adverse effects o f a liv ing 

29 Carolina Lasen Diaz "The Precautionary Principle since Rio - Bio technology and the Cartage na 
Pro tocol" (International Environmental Hou e, Geneva, 16 May 2002) 3. 

31 David J Schnier "Geneticall y Modifi ed Organi sms and the Cartagena Pro tocol" (2001) 12 Fordham 
Envtl Law J 377, 413 . 
32 Terence P Stewart and David S Johanson "A exus of Trade and the Enviro nment : The Relationship 
Between the Cartagana Protocol on Biosafety and the SPS Agreement of the World Trade 
Organi sation" (2003) 14 Colo J Int 'I Envtl 1 & Pol'y 1, 25. 
33 David J Schnier "Geneti call y Modifi ed Organi sms and the Cartagena Protoco l" (2001) 12 Fordham 
Env tl Law J 377, 413. 
34 Protocol, Article 10.6. 
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modified organism on the conservation and sustainable use of biological 

diversity in the Party of import, taking also into account risks to human health, 

shall not prevent that Party from taking a decision , as appropriate, with regard to 

the import of the living modified organism in question ... in order to avoid or 

minimize such potential adverse effects. 

To fully understand the effect and the significance of the incorporation of the 

precautionary principle in the Protocol , some background to the principle is 

necessary. 

A The Precautionary Principle: What is it? 

Since the 1980s, the precautionary principle has been widely used in 

international environmental agreements, including the ground-breaking Rio 

Declaration, which is a non-binding agreement created by the international 

community for the promotion of sustainable development, and which has become one 

of the most important texts in international environmental law. 

Many different definitions of the precautionary principle have been used in 

international and domestic agreements. The principle can be broken into several 

elements.35 The first is the level of risk that justifies precautionary action. Most 

agreements that deal with activities with a high level of risk and little benefit, such as 

the dumping of hazardous waste, have tended to have lower thresholds of risk to 

justify precautionary action. The Bakmo Convention, which deals with the movement 

of waste, sets the risk level at activities that "may cause harm to humans or the 

environment."36 Other agreements which deal with risky yet beneficial activities often 

employ higher levels of triggering perceived risks. Examples are the Convention on 

Climate Change and the Rio Declaration which both require "threats of serious or 

irreversible damage." 37 By contrast, the level of risk necessary in the Protocol is 

"potential adverse effects"38 which is significantly lower than that of article 15 of the 

Rio Declaration. But how "adverse" must the effects be? 

35 Deborah Katz "The Mismatch Between the Biosafety Protocol and the Precautionary Principle" 
(2001) 13 Geo Int ' l Envtl L Rev 949, 957. 
36 Bakmo Convention, Article 4 paragraph 3(f). 
37 Convention on Climate Change Article 3(3); Rio Declaration, Article 15 . 
38 Protocol, Article 10.6. 
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The second element of the precautionary principle is the action that should be 

taken when precaution is justified. The Bakmo Convention is very wide and requires 

"prevention"39 of the effects, whereas the Rio Declaration requires "cost effective 

measures. 1140 The Protocol allows a party to make a "decision as appropriate with 

regard to import in order to avoid or minimize such potential adverse effects"41 when 

precaution is triggered. The Protocol does not require any consideration of the 

benefits of an activity or its cost effectiveness. In this way the Protocol alone 

concentrates exclusively on the potential impact on biodiversity. 

A third element of the precautionary principle is the level of scientific 
uncertainty. The Rio Declaration and the Convention on Climate Change each require 

"lack of full scientific certainty" for the precautionary principle to be triggered. The 

Protocol uses "certainty" 42 not "full certainty." This could signal that parties to the 

Protocol may not need scientific consensus. "Full scientific certainty" implies that a 
high level of certainty is needed. However, "scientific certainty" on its own means 

that the percentage of scientists who believe that there is a risk could be lower. 

B How do we make Decisions on Risks that are Uncertain? 

While the Protocol provides for parties to make a decision with regard to 

imports based on the precautionary principle, it also requires that all decisions be 

made in accordance with a risk assessment. 43 A risk assessment is the evaluation of 
the likelihood and severity of harm to the environment or human health from 

exposure to a hazardous substance.44 Such assessments traditionally involve a "sound 

science" approach and ignore what is unknown or cannot be measured. In the past, 

risk assessments have often stood in the way of protecting human health and the 

environment. 

39 Bakmo Convention, Article 4 paragraph 3(1). 
40 Rio Declaration , Article 15. 
41 Protocol , Article 10.6. 
42 Protocol , Article 10.6. 
43 Protocol , Article 15. 
44 Dorothy Nelkin , Philippe Sands and Richard B Stewart "Genetically Modified Organisms: Forward 
the International Challenge of Genetically Modified Organism Regulation" (2000) 8 NYU Envtl LJ 
523 , 534. 
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Article 15.3 of the Protocol states that a member country can requue an 

exporter to carry out the required risk assessment or pay the cost of the risk 

assessment. This is important as it means that developing countries can also enact 

measures based on the precautionary principle, even without the necessary ability to 

perform risk assessment which can be expensive and time consuming. 

It seems hard to reconcile the precautionary principle with the weight of 

evidence that is typically used by scientists in making risk assessments. Under the 

Protocol, risk assessments are to be carried out on a case-by-case basis and "in a 

scientifically sound manner." 45 The Protocol goes on to note, however, that lack of 

scientific knowledge or consensus should not be interpreted as indicating that there is 

a risk or not. 46 The Protocol does not indicate what view is to be taken of a risk 

assessment and it does not identify any minimum standards to be adopted by a 

decision maker. This suggests that the requirement to perform a risk assessment under 

the Protocol might only be procedural. 

It seems possible under the Protocol for a country to conduct a risk assessment 

in accordance with the Protocol, find that there is no scientific evidence that GMOs 

have any negative effects, and still ban their importation. Thus, it is unclear how the 

obligation to perform a risk assessment specifically ties in with the precautionary 

principle. 

C Possible Benefits of GMOs 

While the Protocol states, in the preamble, that it "recognises that modern 

biotechnology has great potential for human well being," it makes no mention of the 

possible benefits of GMOs in the operative part of the text or in its definition of the 

precautionary principle. 

This is an interesting omission in view of the fact that many people consider 

that the potential benefits of GE outweigh any of the potential risks. The benefits 

45 Protocol , Annex Ill , para 3. 
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include the potential to reduce pesticide and herbicide use, to reduce pressure on the 

rainforests, to lower food prices and to improve the quantity and the quality of the 

global food supply by reducing hunger and improving nutritional content.47 

Article 26 of the Protocol states that parties may take into account "socio-

economic considerations arising from the impact of living modified organisms on the 

conservation and sustainable use of biological diversity, especially with regard to the 

value of biological diversity to indigenous and local communities." While this does 

not directly mandate a consideration of the benefits of GMOs, the fact that GMOs 

have the potential to improve the global food supply means that this benefit could be a 

consideration in making an import decision in accordance with the Protocol. 

However, article 26 is voluntary and parties do not have to take such considerations 

into account. 

D Is the Precautionary Principle Appropriate for the Trade in GMOs? 

It has been argued that the precautionary principle is only appropriate rn 

contexts where the risks or potential risks of an activity outweigh the benefits.48 Can 

the trade in GMOs be considered such a context? One commentator concludes that the 

precautionary principle in the Protocol is too stringent and will result in unneces ary 

restraints on trade, either because of unfounded fears of biotechnology or because of 

veiled attempts at protectionism.49 In addition, there are many opponents of the 

inclusion who claim that the principle is not knowledge-promoting and will stifle 

invention and innovation in GE. 

However, the fact that it will probably be a long time before the health and 

environmental effects of GMOs are known means that a precautionary approach 

seems to be appropriate in this context. It should also be emphasised that the Protocol 

46 Protocol, Annex III, para 4. 
47 David Schnier "Genetically Modified Organisms and the Cartagena Protocol " (2001) 12 Fordham 
Envtl Law J 377, 386. 
48 Deborah Katz "The Mismatch Between the Biosafety Protocol and the Precautionary Principle" 
(2001) 13 Geo lnt ' l Envtl L Rev 949, 952. 
49 Deborah Katz "The Mi match Between the Biosafety Protocol and the Precautionary Principle" 
(2001) 13 Geo lnt ' l Envtl L Rev 949,982. 
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is limited to GMOs that are to be intentionally introduced into the environment. These 

GMOs pose a much higher risk than other GMOs, for example soy or cornflakes. 

E The Status of the Precautionary Principle at International Law 

Many commentators have argued that the inclusion of the precautionary 

principle in the operational text of the Protocol, coupled with its incorporation into 

nearly every international agreement on the environment since the Rio Declaration, 

shows that the principle has become one of customary international law.50 Aaron 

Cosbey, the Director of Trade and Investment at the Institute for Sustainable 

Development argues that while the status of the principle in 2000 was "less than 

clear," the Protocol "makes it clearer now." 51 

However some commentators argue that, even with the Protocol, the 

precautionary principle is not a rule of customary international law, because there is 

no common definition of the precautionary principle.52 

Whatever the status of the precautionary principle the Protocol 1s 

revolutionary in its operationalisation of the precautionary principle in an MEA. 

IV THE PROTOCOL AND THE WTO 

The inclusion of the precautionary principle in the Protocol was not the only 

major issue for the negotiators of the Protocol. The other major issue during 

negotiations was the relationship of the Protocol with the WTO. As previously 

mentioned, the US was very concerned that the Protocol should be subordinate to the 

WTO so that the international trade in GMOs would not be disrupted. Because WTO 

rules aim to prevent limitation on the movement of goods, the fact that the Protocol 

includes the precautionary principle in such a wide way, means that the two 

50 Warwick Gullett "Environmental Protection and the ' Precautionary Principle ': A Response to 
Scientific Uncertainty in Environmental Management" (1997) EPLJ 52, 57. 
51 Aaron Cosbey "The Cartagena Protocol on Biosafety: An Analysis of Results" (International 
Institute for Sustainable Development, Canada, 2000) 12, available at 
<httpijwww.iisd.org/pdf/biosafety.pdf> (last accessed 6 August 2003). 
52 Warwick Gullett "Environmental Protection and the ' Precautionary Principl e': A Response to 
Scientific Uncertainty in Environmental Management" EPLJ 1997 52, 57. 
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agreements appear to be in conflict with each other. The specific WTO rules that 

relate to GMOs will be examined in detail below, but, basically, WTO rules require 

scientific justification for any limitation on trade. Because there is no scientific 

certainty in regard to GMOs, any action pursuant to the Protocol could potentially 

breach WTO rules. There is therefore a clear dilemma in establishing how the two 

agreements relate to each other. 

A The Savings Clause in the Protocol 

The Protocol does provide guidance on how the Protocol should affect other 

international agreements in the form of a savings clause in the preamble of the text. 

However the savings clause does not settle the question of how the Protocol relates to 

the WTO rules. 

The draft Protocol, as advocated by the US, included a savings clause in the 

body of the text at article 31. However, after lengthy negotiation throughout the 

Montreal session, the parties agreed to include a savings clause in the preamble of the 

Protocol. But this savings clause is ambiguous and reflects the sensitivity of the 

compromise struck. The three preambular clauses state: 

Recognizing that trade and environment agreements should be mutually 

supportive with a view to achieving sustainable development, 

Emphasizing that this Protocol shall not be interpreted as implying a change 

in the rights and obligations of a Party under any existing international 

agreements, 

Understanding that the above recital is not intended to subordinate this 

Protocol to other international agreements. 

The fact that the savings clause appears in the preamble and not the operative 

part of the Protocol may signal that the negotiating parties wanted it to have less 

force. However the Vienna Convention clearly states that the preamble of a treaty is 

still part of the treaty for the purposes of interpretation.53 

53 Vienna Convention, Article 31.2. 



21 

The savings clause in the Protocol is ambiguous and has been interpreted in 

many different ways. The United States, in a US Department of State Fact Sheet on 

the Protocol, states that the savings clause shows that "countries participating in the 

negotiations had no intention of using the Protocol to alter their existing rights and 

obligations. "54 

The US claims that the savings clause in the Protocol "makes it crystal clear 

that the treaty does not alter - and fully preserves - the rights and obligations of 

governments under the rules of the World Trade Organization ... "55 However, in 

making this statement the US refers only to the second paragraph of the savings 

clause and does not make any mention of the line following the savings clause. 

However, the fact that the savings clause goes on to state that the Protocol will 

not be subordinate to other agreements means that the US cannot categorically say 

that the WTO trumps the Protocol. In fact, it could be argued that because the three 

paragraphs all seem to ultimately cancel each other out, the savings clause is 

redundant. 56 

The result of the savings clause was that the US could claim a victory with the 

first part of the paragraph and the EU could also claim a victory focusing on the last 

part of the paragraph. A number of commentators note that the Jack of definition 

could be "an entree to GMO-related trade disputes"57 but that the savings clause could 

also "give lawyers at the WTO an excuse to ignore the Protocol altogether. "58 

54 US Department of State '·Fact sheet: Update the Cartagena Protocol on Biosafety" (2001) Press 
Release, available at <http//www.usnno.state.govt> (la t accessed 13 June 2003). 
55 David B Sandalow 'The Biosafety Protocol: What It Does and Does ot Do" available at 
<hllp://usinfo.state.gov/topical/global/biotech/ 00021101.htm> (last accessed Augu I 15 2002). 
56 Terence P Stewart, David S Johanson "A Nexus of Trade and the Environment: The Relationship 
Between the Cartagana Protocol on Biosafety and the SPS Agreement of the World Trade 
Organisation" (2003) 14 Colo J lnt'I Envtl I & Pol'y 1, 24. 
57 ICTSD "Biosafety Protocol welcomed Cautiously" (8 February 2000) Pres Release, available at 
<www.ictsd.org/html/weekly/story4.08-02-00.htm> (last accessed 23 July 2003). 
·'

8 Kirsten Dawkins "Biotech - From Seattle to Montreal and Beyond : The Battle Royale of the 21 ' 1 

Century" available at <hllp://wwv.1.biotech-info.net/developments.html> (la t accessed 5 September 
2003). 
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There is another clause in the Protocol that also appears to deal with the 

relationship between the Protocol and other agreements. This appears in Article 2.4 

and provides that: 

Nothing in this Protocol shall be interpreted as restricting the right of a party to 

take action that is more protective of the conservation and su tainable use of 

biological diversity than that called for in this Protocol, provided that such 

action is consistent with the objective and the provisions of this Protocol and is 

in accordance with that Party ' s other obligations under international law. 

This clause seems to suggest that the protections provided for in the Protocol 

are a minimum and that only agreements that provide for greater protection trump the 

Protocol. It could be argued that because WTO rules result in a lower level of 

protection than the Protocol, that the Protocol should take precedence. 

However, it has to be concluded that both clauses in the Protocol leave the 

question of the Protocol's relationship with other international agreements uncertain. 

As noted by one commentator during negotiations "the compromi e struck in 

Montreal is so delicate, lawyers may never be able to sort out which treaty should 

prevail. "59 The relationship between the two agreements cannot therefore be clarified 

through reference to the texts alone. It is likely that if a dispute arose as to how the 

two agreements relate to each other, it would need to be referred to a dispute 

resolution process. 

B Where would a Dispute Between the Two Agreements Go? 

A dispute over the conflict between the Protocol and the WTO would most 

likely go to the WTO Disputes Panel. The Committee on Trade and Environment 

("CTE") of the WTO, which was established in 1994 by a Ministerial deci ion, ha 

said that any dispute over a trade action taken under an environmental agreement 

should be settled through the environmental agreement if both side to the dispute 

59 Kirsten Dawkins "Biotech - From Seattle to Montreal and Beyond: The Battle Royale of the 21st 
Century" available at <http://www.biotech-info.net/developments.html> (la t accessed 5 September 
2003). 
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have signed that agreement.60 But if one side in the dispute has not signed the 

environment agreement, then the dispute must go to the WT0.61 

Two parties to the Protocol could, in theory, use the dispute settlement process 

in the Protocol. However, this process remains undefined62 and has not yet been used. 

It is likely that any dispute would have to be resolved through the WTO, even where 

both parties to the dispute are members of the Protocol. 

C A Theoretical Dispute: New Zealand vs The US 

If New Zealand, acting consistently with the Protocol, banned the import of 

certain GMOs from the US, pursuant to article 11 of the Protocol, it would be open to 

the US to take a case to the WTO claiming that NZ had breached WTO rules. The 

next part of this paper will focus on such a hypothetical scenario. While this is a 

hypothetical situation, one US trade official has predicted that, as a result of the 

Protocol, "we are undoubtedly going to have a few more cases in the WTO dispute 

settlement process. "63 Thus it seems clear that the likelihood of such a case going to 

the WTO is quite high. 

In the WTO dispute settlement process, a complaint may be brought by an 

affected member against any other member country for violations of the WTO 

agreements. In addition, other member countries that have a substantial interest in a 

particular dispute may participate as third parties.64 Since the GMO issue is so 

controversial it is likely that other countries would inevitably be drawn into such a 

conflict. While the WTO dispute process is government-to-government, private 

companies with a substantial interest in the dispute often work closely with their 

governments in advancing their interests . This would certainly be the case for the US 

6° Fiona Macmillan WTO and the Environment (Sweat and Maxwell , London, 2001) 12. 
6 1 WTO "The environment: A New High Profile" 
<http://www.wto.org/english/thewto e/whatis e/tif e/bev4 e.htm> (last accessed 1 September 2003). 
62 Terence P Stewart , David S Johanson "A Nexus of Trade and the Environment: The Relationship 
Between the Cartagana Protocol on Biosafety and the SPS Agreement of the World Trade 
Organisation" (2003) 14 Colo J lnt 'l Envtl 1 & Pol 'y l , 34. 
63 "U.S. Aide Warns Trading Partners on GMO Crop Rules" (2 February 2000) New York Times New 
York 12. 
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which is home to most of the largest GMO producers rn the world and there is 

extensive evidence that such companies have already lobbied their government 
. . 1 65 rntens1ve y. 

In certain circumstances the WTO has allowed private, non-governmental 

entities to file 'friend of the court' briefs in dispute settlement proceedings.66 It is 

likely that this would be attempted by the many environmental agencies that have a 

substantial interest in GE in general. 

Article 3(2) of the WTOs Dispute Settlement Understanding ("DSU"), which 

sets out the procedure for hearing disputes at the WTO, states that "recommendations 

and rulings of the disputes body cannot add to or diminish the rights and obligations 

provided in the covered agreements. "67 Thus, the Disputes Body's only role is to 

interpret the WTO agreements. 

D The Two Levels of the WTO Disputes System 

The WTO Disputes Body consists of a Disputes Panel ("Panel") and an 

Appellate Body ("AB") . Appeals to the AB are limited to legal interpretations that 

have been made by the Panel ,68 giving the AB a clear judicial quality.69 However, 

there has been a perception that the AB has not been entirely con i tent or predictable 

in its approach. 70 The AB consists of seven permanent members who are specialists in 

law and international trade and have more experience with trade considerations than 

with biotechnology and environmental issues. 71 The members of the AB are selected 

from a list maintained by the WTO Secretariat. Member countries are able to propose 

names of governmental and non-governmental individuals for inclusion on the list and 

64 Uruagry Round Agreement - Understanding on Rule and Procedures Governing the Settlement of 
Disputes ("DSU"), Article 10. Available at <http://www.wto.org/engli sh/docs_e/legal_c/28-dsu _e.htm> 
(last accessed 5 September 2003). 
65 Friends of the Earth "GM Trade War Looms" (12 May 2003) Press Release, avai lab le at 
http://www.foe.co.uk/re ource/b riefings/wto di sputes res mech.pdf (last accessed 14 August 2003) 
66 United States - Import Prohibition of Certain Shrimp and Shrimp Products adopted 12 October 
1998, WT/DS58/AB/R (Appellant Body), para 13. 
67 DSU , article 3(2). 
<,8 DSU, Article 17(6). 
69Fiona Macmillan WTO and the Environment (Sweat and Maxwell , London, 2001) 16. 
7° Fiona Macmillan WTO and the Enl'ironment (Sweat and Maxwell , London , 2001) 17. 
71 DSU , Article 8. 
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all additions to the list have to be approved by the WT0. 72 Once a decision has been 

reached the AB and the Panel can still be overruled by the WTO in General Council, 

as the General Council has exclusive authority to accept Panel interpretations. 73 

The AB is able to call upon scientific evidence in making decisions,74 and can 

request an advisory report in writing from "an expert review group. "75 While not 

expressly stated in the DSU, the Panel and the AB will usually consult the parties to a 

dispute on where they will get their scientific information.76 This would be 

particularly significant for a dispute concerning GMOs, as there is widespread 

disparity in scientific opinion. The ability of the AB to call on one expert review 

group has the effect of elevating one possible scientific view over other equally 

plausible views. Since there is such a wide variety of scientific views on the issue of 

GMOs, this would be a particular concern in any dispute involving GMOs. 

V THE WTO AND GMOs 

This section of the paper will look at the WTO rules that would be considered 

by the Panel or AB in dealing with the hypothetical example between the US and 

New Zealand discussed above. 77 There are three WTO agreements relevant to the 

trade of GMOs. These are the WTO Agreement on Technical Barriers to Trade ("the 

TBT Agreement"), the General Agreement on Tariffs and Trade ("the GA TT") and 

the WTO Agreement on the Application of Sanitary and Phytosanitary Measures ("the 

SPS Agreement"). 

72 DSU, Article 8. 
7

' DSU, Article 17(14). 
74 DSU, Article 13(1). 
75 DSU, Article 13. 
76 DSU, Article 11(2). 
77 Section IV(c) 
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A The GATT 

All products, including industrial and agricultural products, are subject to 

GA TT's provisions. The agreement is based on the core WTO principles including: 78 

(a) Non-discrimination - a country should not discriminate between its 

trading partners or between foreign products; 

(b) Like treatment for like products - products that are alike in their 

final form should be regulated consistently in relation to trade; 

(c) Objectivity - countries should avoid arbitrary or discriminatory 

measures and any regulation affecting trade should be underpinned 

by science. 

The basic object of the agreement is to ensure that technical regulations or 

standards do not create unnecessary obstacles to international trade. However, there 

are a number of exceptions to these principles in the WTO agreement at article XX. 

In the hypothetical New Zealand example, the Panel would probably look first 

at whether the trade measures used by New Zealand violated one of the substantive 

articles of GA TT. Assuming they did, the Panel would then consider whether one of 

the exceptions to GA TT's substantive rules would apply. 

A refusal to import certain GMOs by New Zealand pur uant to the Protocol 

could violate a number of GA TT provisions. Firstly , it may violate the "like treatment 

for like products" requirement. The WTO rules are only concerned with products in 

their final form and are not concerned with the process by which a product is made, 

unless that process in some way affects the final product. The US Food and Drug 

Administration's ("USFDA") view is that GM food is sub tantially equivalent to 

78 General Agreement on Tariffs and Trade ("GA TT") ava ilable at 
<http://www.wto.org/english/docs_e/legal_c/06-gatt_e.htm> (last acces cd 5 September 2003) 
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normal food. The USFDA has claimed that "these new foods [GMOs] ... will be 

every bit as safe as the foods now on store shelves." 79 

In the case of European Communities - Measures Affecting Asbestos and 

Asbestos Containing Products ("Asbestos 11 )8° the AB indicated that it would allow the 

inclusion of environmental or human health aspects of a product in a like product 

decision, stating "we are very much of the view that evidence relating to the health 

risks associated with a product may be pertinent in an examination of the 'likeness' 

under article III:4 of the GA TT. "81 However, the AB went on to add that this 

suggestion was "a narrow one, limited only to the circumstances of this case, and 

confined to chrysotile asbestos. 1182 

The application of this case to circumstances outside of asbestos is limited. In 

the case it was concluded that there was scientific certainty about the adverse effects 

of asbestos on human health, which made the AB all the more willing to accept that 

this was a consideration. This raises an important question: are GMOs substantially 

equivalent to non-GMOs? Given the fact that there is no scientific certainty as to the 

health effects of GMOs on humans, the Asbestos case would suggest that they are 

substantially equivalent. This means that GMOs must be treated in the same way as 

non-GMOs. 

Any refusal to import GMOs might also amount to a quantitative restriction 

according to WTO rules with the import quantity set at zero. The WTO requires that 

countries should avoid arbitrary or discriminatory measures in trade. In the case of 

United States - Import Prohibition of Certain Shrimp and Shrimp Products ("Shrimp 
Turtles"/3 it was argued, and accepted , that because the US would not import shrimp 

harvested using certain methods, they were breaching this rule.84 The case concerned 

a shrimp import ban that the US had applied against countries where shrimp 

79 US Foods and Drug Administration "Genetic Engineering: Fast Forwarding to Future foods " (12 
February l 998) Press Release, available at 
<http:ljwww.fda.gov/bbs/loRics/CONSUMER/geneng.html>(last accessed 2 September 2003). 
80 European Communities -Measures Affecting Asbestos and Asbestos Containing Products (Asbestos 
Case) adopted 12 March 2001 , WT/DS135/AB/R (Appellant Body). 
81 Asbestos Case, paragraph 113. 
8' - Asbestos Case, paragraph 153. 
8

' Shrimp Turtles, adopted 12 October 1998, WT/DS58/AB/ R (Appellant Body). 
84 Shrimp Turtles , para 187. 
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fishermen were not usmg "Turtle Excluder Devices". These devices involved 

trapdoors attached to shrimp nets that allow the majority of sea turtles to escape. The 

case held that the ban amounted to a quantitative restriction. Thus, if NZ refuses to 

import GMOs while continuing to import non-GMO they may be held to have an 

arbitrary or discriminatory measure in place. 

A ban on GMOs would also probably breach the WTO rule of "objectivity" 

which requires that any regulation affecting trade should be underpinned by science. 

As has been discussed, as yet there is little definite scientific evidence as to potential 

harms associated with GMOs. 

B WTO Exceptions 

Article XX(b) of the GA TT enables member states to enact legislation that 

creates barriers to trade which are necessary to protect human, animal or plant life or 

health. The SPS and TBT agreements set out specific rules for determining the 

legitimacy of such measures. 

No dispute about the trade in GMOs has ever reached the WTO to date, so it is 

unclear which agreement any such dispute would be decided under. It appears likely , 

however, that denying imports of GMOs pursuant to the Protocol would be based on 

the alleged health and environmental effects of GMOs and would thus fall under the 

SPS Agreement.85 The other relevant agreement, the TBT Agreement, covers 

situations where products are banned by a country for reasons other than health and 

safety risks. Because the main concern with GMOs relates to their effects on the 

health of humans and the environment, for the purposes of this paper it is assumed 

that the dispute would fall under the SPS Agreement.86 

C The SPS Agreement 

The SPS Agreement emerged out of the Uruguay round of GATT and wa 

implemented in 1995. It was designed to expand the operation of article XX(b) of 

85 Terence P Stewart and David S Johanson "A Nexu of Trade and the Environment: The Relationship 
Between the Cartagana Protocol on Biosafety and the SPS Agreement of the World Trade 
Organisation" (2003) 14 Colo J Int'l Envtl 1 & Pol'y 1, 32. 
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GA TT in respect of food safety and health standards. The SPS Agreement is 

essentially concerned with placing limitations on the introduction of such measures.87 

Article 2 provides that SPS measures may be applied only to the extent 

necessary to protect human, animal or plant life or health, and must be "based on 

scientific principles"88 and may not be "maintained without sufficient scientific 

evidence. "89 The SPS Agreement also provides that a measure must not "arbitrarily or 

unjustifiably discriminate between members where identical or similar provisions 

apply" 90 and may not "be applied in a manner that would constitute a disguised 

restriction on international trade. 1191 

Where a WTO member acts consistently with all these requirements there is a 

presumption that it has complied with GA TI.92 However, Fiona Macmillan points out 

that because this is only a presumption there is still some uncertainty about the 

relationship between the GAIT and the SPS Agreements.93 The WTO seems to have 
indicated that where a measure violates the SPS Agreement, it cannot fall within the 

exception created by GA TT article XX(b ).94 However, it is not clear whether a 

measure not complying with the SPS Agreement could in fact fall within the other 

article XX exceptions. The most likely scenario is that if there is a conflict between 

the agreements then the GAIT will give way to the SPS Agreement. 

The SPS Agreement encourages countries to use measures that are consistent 

with international standards95 and specifically sets out that any SPS measures that are 

based on international standards are "presumed to be consistent"96 with the 

requirements of the SPS Agreement. Annex A of the SPS Agreement defines the 

international standards, guidelines and recommendations as the following: 

86 This is the view of other commentators, for example: Terence P Stewart and David S Johanson "A 
Nexus of Trade and the Environment: The Relationship Between the Cartagana Protocol on Biosafety 
and the SPS Agreement of the World Trade Organisation" (2003) 14 Colo J Int 'l Envtl 1 & Pol 'y l , 32. 
87 Fiona Macmillan WTO and the Enl'ironment (Sweat and Maxwell , London, 2001) 140. 
88 SPS Agreement , article 2(2). 
89 SPS Agreement , article 2(2). 
90 · SPS Agreement , article 2(3). 
91 SPS Agreement, article 2(3). 
92 SPS, Agreement, article 2.4. 
93 Fiona Macmillan WTO and the Enl'ironment (Sweat and Maxwell , London , 2001) 116. 
94 European Community - Measures Concerning Meat and Meat Products ("Beef Hormones") adopted 
16 January 1998, WT/DS48/AB/R and WT/DS26/AB/R (Appellant Body). 
95 SPS Agreement, article 3.2. 
96 SPS Agreement, article 3.2. 



30 

A for food safety, the standards, guidelines and recommendations 

established by the Codex Alimentarius Commission ("Codex"); 

B for animal health , the standards, guidelines and recommendations 

developed by the International Office of Epizootic; 

C for plant health , the international standards, guidelines and 

recommendations developed by the Secretariat of the International 

Plant Protection Convention; and 

D for matters not covered by the above organisations, appropriate 

standards guidelines and recommendations promulgated by other 

rel evant international organisations open for membership by the 

Committee. 

While the SPS Agreement encourages members to be consistent with 

international standards it also allows members maintain or introduce measures which 

result in higher standards if they can provide scientific justification for the higher 

standard.97 To do this the SPS Agreement requires members to perform risk 

assessments. Accordingly, there seem to be three ways to comply with the 

Agreement: 

1. By establishing an SPS measure that strictly conformed with an 

international standard; or 

2. By Establishing an SPS measure that 1s based on an international 

standard; or 

3. By establishing an SPS measure , not in accordance with international 

standards, through scientific justification. 

Thus, in order for trade measures to be consistent with the SPS Agreement, 

they must be adopted pursuant to an internationally sanctioned standard or be based 

on a risk assessment. One commentator argues that the strict requirement of scientific 

evidence to justify measures that are not based on international standards lacks a 

foundation in either domestic or international environmental law and "fails to 

97 SPS Agreement, article 3(3). 
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encompass the multiplicity of considerations necessary for an appropriate analysis of 

health and environmental measures. "98 There is nothing in the SPS Agreement 

allowing members to take into consideration any non-scientific factors, for example 

socio-economic considerations. 

D Codex 

Codex is the international organisation charged with creating international 

standards in relation to food safety under the SPS Agreement. Codex was created in 

1963 by the FAQ and WHO to develop food standards, guidelines and codes of 

practice to promote coordination of all food standards among international 

governmental and non-governmental organisations. Codex does this only through the 

consensus of all member parties. Before the incorporation of Codex into the SPS 

Agreement all standards created by Codex were voluntary for states. The SPS 

Agreement has effectively meant that Codex standards for GMOs will be binding in 

any related disputes. This has had the effect of politicising the organisation. 

There are currently no Codex standards in relation to GMOs. However, in 

1993, Codex began the task of developing standards for GMOs by setting up an Ad 

Hoe Intergovernmental Task Force on Foods derived from Biotechnology. Yet, after 

nearly 10 years of negotiations, there is still no consensus on what the standards in 

relation to GMOs should be. By May 2001 the Codex working group had only agreed 

on some very basic definitions and there had been no progress on any concrete 

standards. Most of the member countries' negotiating positions under Codex mirror 

their positions in regard to the Protocol , with the EU pushing for Codex to adopt the 

precautionary principle and the US pushing for no such adoption. 

Some commentators have argued that under existing circumstances it 1s 

doubtful whether Codex will be able to gam the consensus required to produce 

standards for GMOs. 99 Codex has only on very few occasions arrived at standards for 

any product where there is scientific uncertainty relating to the effects of that product 

98 Layla Hughes "Limiting the Jurisdiction of Dispute Settlement Panel : The WTO Appellate Body 
Beef Hormone Decision" (1998) 10 Geo lnt'l Envtl L Rev 915, 916. 
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on human health. One commentator concludes, "GM food labelling within the 

framework of Codex has the makings of a stalemate. 11100 Another commentator 

describes that process as "long and protracted with no international standard in 

sight. "101 

E Are International Standards a Good Idea? 

Some commentators claim that reference to international standards in the SPS 

Agreement is a positive move by the WTO aimed at international harmonisation. 

Others see the inclusion as a cause for concern, claiming that deference to 

international standards creates a "downward harmonisation" where the lowest level of 

international protection becomes the standard set. However, there is nothing in the 

SPS Agreement that prevents upward harmonisation, as international bodies may 

adopt strict national standards. At the same time, the culture of the WTO would 

suggest that lowest common denominator standards would better conform with the 

WTO's fundamental objective to reduce measures that restrict trade. 

F The Protocol as Evidence of an Internationally Accepted Standard 

for GMOs 

While there are currently no Codex standards that would be relevant to New 

Zealand in any action pursuant to the Protocol, New Zealand could argue that the 

WTO should use the Protocol as evidence of internationally accepted standards 

required under the SPS Agreement. The AB has stated that: 102 

The ultimate goal of the harmonisation of SPS measures is to prevent the use of 

such measures for arbitrary or unjustifiable discrimination between members or 

as a disguised restriction on international trade, without preventing members 

99 Nicholas Kalaitzandonakes "GM Food Labelling and the Role of the Codex" (2000) 3( 4) 
AgBioForum 1 <http://www.agbioforum.org/v3n4/v3n4a01-editor.htm> (last accessed 20 August 
2003). 
JOO Nicholas Kalailzandonakes "GM Food Labelling and the Role of the Codex" (2000) 3(4) 
AgBioForum 1 <http://www.agbioforum.org/v3n4/v3n4a01-editor.htm> (last accessed 20 August 
2003). 
101 Don Buckingham "The labelling on GM Foods - the Link between Codex and the WTO" (2000) 
3(4) AgBioForum 209. 
JOO - Beef Hormones, para 177. 
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from adopting or enforcing measures which are both 'necessary to protect human 

life' and health and 'based on scientific principles,' and without requiring them to 

change their appropriate level of pro,ection. 

While many commentators view the three bodies in Annex 1 of the SPS 

Agreement as an exhaustive list, it is arguable that until Codex manages to set 

standards in relation to GMOs, other indications of standards could be used by the 

WTO. The Protocol could be used as evidence of internationally accepted standards in 

relation to the trade of GMOs. Thus, New Zealand could argue that by acting in 

accordance with the Protocol, it would be acting consistently with internationally 

accepted standards as required under the SPS Agreement. 

The Protocol has signatories that include most of the powerful Western states 

(apart from the US) and many significant developing states, including India. Thus it 

could clearly be argued that it is indicative of an internationally accepted standard in 

relation to GMOs. However, it might be argued that, because the US is not a party to 

the Protocol but has extensive interests at stake in the outcome, the Protocol cannot be 

evidence of an internationally accepted standard. On the other hand , while the US is 

not a formal party to the Protocol, the fact that it participated throughout the entire 

negotiations process, and had such a significant impact on the final terms of the 

Protocol, makes it effectively a de facto party to the Protocol. 

However, as attractive as this solution is, given the express reference to Codex 

in the SPS, it is unlikely that the WTO would accept that the Protocol should be used 

as evidence on international standards for GMOs even if it could be argued that the 

US was a de-facto party. 
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G But is Codex relevant? 

Another possible argument is that while the SPS Agreement sets out that 

international standards in relation to food safety must be formulated by Codex, the 

Protocol does not deal with food safety. The Protocol's main focus is on the protection 

of biodiversity and thus could fall within Section l(d) of the SPS Agreement, which 

states that, for matters not covered by the organisations set out in the SPS Agreement, 

other relevant international organisations' standards can be used. 103 It may be easier to 

argue that the Protocol could be considered to be one of these organisations. 

H What happens if there are no International Standards? 

Because there are currently no Codex standards in place for GMOs, and the 

WTO would probably not accept the Protocol as evidence of such standards, any ban 

of GMOs by New Zealand would need to be justified by science through a risk 

assessment judged to be consistent with the SPS Agreement. 

I Risk Assessment under the SPS Agreement and the Beef Hormones 
Decision 

The SPS Agreement sets out that SPS measures must be based on an 

assessment of the risks. 104 It does not set out specifically what is required by way of a 

risk assessment. In the recent case of European Community - Measures Concerning 
Meat and Meat Products ("Beef Hormones"), 105 the AB examined what is required for 

a risk assessment under the SPS Agreement. 106 

The Beef Hormones case involved a similar situation to the hypothetical New 

Zealand example and has been described by one commentator as the prelude to a 

dispute related to GMOs. 107 In the case the EU declined to import US beef due to 

103 Protocol , Section l(d). 
104 SPS Agreement, Article 5 .1 
105 European Community- Measures Con cerning Meat and Meat Produ cts ("Beef Hormones") adopted 
16 January 1998, WT/DS48/AB/R and WT/DS26/AB/R (Appellant Body) . 
10/, Beef Hormon es, para 187. 
107 Paulette L Stenzel "Why and How the WTO must Promote Environmental Pro tection" (2002) 13 
Duke Env L & Pol'y F 1, 20. 
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concerns over artificial growth-enhancing hormones in the beef and their effect on 

human health. The US challenged and defeated the EU ban at the WTO Disputes 

Panel. The EU appealed against the decision to the AB. 

At the AB the EU claimed that its decision not to import the beef was justified 

on the basis of the precautionary principle. The EU claimed that the precautionary 

principle was a principle of customary international law. The US claimed that the EU 

was breaching the SPS Agreement because the ban was not based on existing 

international standards or supported by science. 

J Burden of Proof 

The first question considered by the AB was which party bore the burden of 

proof under the SPS Agreement. The AB held that the complaining party must 

demonstrate a prima facie case and then the burden shifts to the state imposing the 

measures to show that they are justified and consistent with the SPS Agreement. 108 

This is different to the system under the Protocol, which, as discussed above, sets out 

that the importing party can require the exporter to carry out a risk assessment. 

K Risk Assessment 

Next, the AB examined what was involved in a ri k assessment under the SPS 

Agreement. In relation to risk assessment the AB held that: 109 

Article 2.2 of the SPS Agreement requires that the results of the risk assessment 

must sufficiently warrant, that is to say reasonably support the SPS measure at 

stake. The requirement that an SPS measure be based on a ri k asse sment is a 

substantive requirement that there be a rational relationship between the measure 

and the risk assessment. 

The AB went on to conclude that a party must take into account a risk 

assessment at the time of enacting a measure and that measures must be "based on" a 

risk assessment meaning that the outcome of the risk a essment must reasonably 

108 98 Beef Hormones, para . 
109 Beef Hormones, para 193. 
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support the measure at issue. 110 The AB also held that such risk assessments must be 

scientific and specifically targeted at the measure concerned. 111 This is very different 

to a risk assessment under the Protocol, which does not require a rational relationship 

between a risk assessment and the measure taken. 

The AB reasoned that the bulk of the evidence that was produced by the US 

and the EU showed that the hormones were safe. Under the AB's interpretation of risk 

assessment, member nations must produce evidence to demonstrate that the hazardous 

nature of a particular product justifies the measure. The AB chose to ignore the EU 

evidence on the carcinogenic potential of the beef hormones. It reasoned that general 

studies produced by the EU did show that there was a risk of cancer from the beef 

products but that this evidence was very general and had to fail, as the EU had not 

f d · k 112 per orme a ns assessment. 

The AB took a "maximum use" of scientific information approach to risk 

assessment. This approach favours the majority of the evidence produced. This 

suggests that every nation's SPS measures are inconsistent with the SPS Agreement 

until a specifically focused study justifies the measure. 11 3 

L The Protocol and Risk Assessments 

The Protocol , at article 10, also requires parties to complete risk assessments 

before making a decision with regard to import. This highlights the tension between 
the two agreements. This exists because the Protocol lets parties make import 

decisions through risk management and the precautionary principle. There is a great 
difference between the scientific analysis and justification required by the WTO and 

the "relative amorphous nature" 114of the precautionary principle in the Protocol. It 
would seem that while it is possible under the Protocol to have a zero tolerance for 

GMOs in accordance with articles 10.6 and 11.6, no such policy could ever be 

permissible under the SPS Agreement. 

110 Beef Hormones, para l 98. 
111 0 Beef Hormones, para 198 - 20 . 
112 John Ewers "Duelling Risk Assessments: Why the WTO and Codex threaten US Food Standards" 
(2000) 30 Envtl, L 387,388. 
11 3 Beef Hormones, paragraph 192. 
114 Brett Grosko "GE and International Law: Conflict or Harmon y? An Analysis of the Biosafety 
Protocol , GA IT, and the SPS Agreement" (2001) 20 Ya Envtl L J 295, 324. 
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M The Beef Hormones case and the Precautionary Principle 

While being given an opportunity to make an authoritative deci ion on the 

status of the precautionary principle, the AB in Beef Hormones , declined , along with 

the Panel , to determine the status of the precautionary principle at international law. 115 

The AB held that: 116 

The status of the precautionary principle in international law continue to be 

the subject of debate among academics, law practitioners, regulators and 

judges. The precautionary principle is regarded by some as having 

crystallized into a general principle of customary international 

environmental law. Whether it has been widely accepted by Members as a 

principle of general or customary international la w appea rs less than clear. 

The AB claimed that the precautionary principle did not ju tify measures that 

were inconsistent with the SPS Agreement. 117 It also stated however that the 

precautionary principle was "reflected" in the SPS Agreement, at article 5.7. 118 

Article 5 .7 allows members to introduce measures that are not upported by 

"sufficient scientific evidence" on a provisional basis, subject to furth er evidence 

being obtained. 

Article 5.7 allows for provisional measures that are based on "available 

pertinent information" but the AB made it clear that the principle was only relevant as 

a provisional measure and could last only until a state had an opportunity to undertake 

a more objective risk assessment. 119 This demonstrates the extent to which the 

precautionary principle is not favoured by the WTO . 

115 Beef Hormones, paragraph 123. 
116 Beef Hormones, paragraph 123. 
11 1 B f ee Hormones, para 125. 
118 Beef Hormones, para 124. 
119 Beef Hormones, para 124. 



38 

N Beef Hormones - Conclusion 

The ruling of the AB in Beef Hormones highlights the conflict between the 

definition of risk assessment contained in the SPS Agreement and the precautionary 

principle. The Protocol gives parties the ability to manage risks through the 

precautionary principle. 120 The SPS Agreement does not give parties this ability 

except in a limited form under article 5.7. 

It is clear from this case that to comply with the SPS Agreements a party must 

conduct a risk assessment and that risk assessment must provide a scientific basis for 

any SPS measure, which sounds very much like a threshold of advanced scientific 

proof based on a mainstream scientific view. One commentator claims "the very high 

standards [set by the AB] for what is a valid risk assessment led to [the EU 

losing] ."121 Another claims that the case "elevated the risk assessment process to a 

position of inappropriate pre-eminence." 122 However, the case did not address the 

precise balance between scientific certainty and uncertainty in a risk assessment. 123 

0 Japan -Measures Affecting Agricultural Products 

The case of Japan - Measures Affecting Agricultural Products (''Japan"/ 24 

further defined article 5.7 of the SPS Agreement. In the Japan case, Japan enacted a 

law that prohibited the importation of eight agricultural products 125 originating from 

the US on the grounds that they were potential hosts to Codling Moths, identified as a 

pest by Japan. The Act however, allowed the import ban to be lifted if an exporting 

120 Jan McDonald "Big Beef up or Con umer Health Threat?: The WfO Food safety Agreement , 
Bovine Growth Hormone and the Precautionary Principle" (2000) 15(2) EPLJ 115, 118. 
121 Internat ional Institute for Sustainable Development and the Centre for International Environmental 
Law "The State of Trade Law and the Environment: Key Issues for the next Decade" Working Paper 
(February 2003), 42 available at: htt : www.ciel.or ublications StateTradeLaw Workin Pa er. _df 
(last accessed 4 August 2003). 
122 Jan McDonald "Big Beef up or Con umer Health Threat?: The WfO Food safety Agreement, 
Bovine Growth Hormone and the Precautionary Principle" (2000) 15(2) EPLJ 115, 125. 
123 International Institute for Sustainable Development and the Centre for International Environmental 
Law "The State of Trade Law and the Environment: Key Issues for the next Decade" Working Paper 
(February 2003), 42 available at : htt : www.ciel.oro ublications StateTradeLaw Workin Pa er. df 
(last accessed 4 August 2003). 
124 Japan - measures affecting agricultural product ("Japan case") adopted on 22 February 1999, 
Wf/DS76/AB/R (Appellant Body). 
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country proposed an alternative quarantine treatment that would protect Japan from 

the Codling Moth. The US claimed that the testing requirement was inconsistent with 

the SPS Agreement and took Japan to the WTO. At the AB, Japan claimed that its 

Jaws were justified on the basis of the precautionary principle, as expressed in article 

5.7 of the SPS Agreement. 126 

The AB however, held that article 5.7 operates only as "a qualified exemption from 

the obligation not to maintain SPS measures without sufficient scientific evidence." 127 

The AB set out that a member could only adopt a provisional measure under article 

5. 7 if that measure is: 128 

1. imposed in respect of a situation where "relevant scientific information is 

insufficient"; and 

2. adopted "on the basis of available pertinent information". 

The AB went on to add that any measure may not be maintained unless the member 

which adopted the measure: 129 

1. "seek[ s] to obtain the additional information necessary for a more 

objective assessment of risk"; and 

2. "review[s] the ... measure accordingly within a reasonable period of time." 

The AB determined that Japan had not sought additional information upon which to 

conduct a risk assessment, 130 and that accordingly it had not taken the requisite action 

"within a reasonable period of time". The AB also added that becau e Japan had 

failed to review its provisional policies within four years, it had violated the second 

part of Article 5.7. 

125 The prohibited products were apples, cherries, peache , walnuts, apricots, pears, plums and quince. 
116 - Ja pan case, para 92. 
117 - Japan case, para 80. 
118 - Japan case, para 89. 
P 9 - Japan case, para 89. 
no Japan case, para 92. 
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One commentator describes this case as creating an "illusory" 131 benefit for WTO 

members as it requires any state that seeks to rely on article 5.7 to continually gather 

and asses all new information as it becomes available. 132 

What can be concluded is that both the SPS Agreement and the Protocol permit 

countries to have import measures based on the precautionary principle. However, the 

SPS Agreement only allows the precautionary principle to be used provisionally, 

where there is uncertainty, while further risk assessment is undertaken. As the Japan 

case indicated, this period of time is quite short and basically information gathering 

by the member country must begin immediately. This provides further evidence of the 

apparent conflict in the approach of the two agreements. 

VI OTHER INTERNATIONAL LAW 

In the settlement of disputes at the WTO the Panel and the AB base their decisions on 

the WTO Agreements and previous decisions of the AB. Recently, however, both the 

AB and the Panel have referred to other international instruments in ettling disputes 

at the WT0. 133 One commentator, in regards to this trend wrote, "The WTO is no 

longer a watertight ship. The AB has clearly moved to referencing other branches [ of 

international law], most notably international environmental law, for interpreting and 

applying WTO Agreements." 134 On this basis, in a case between New Zealand and 

the US, New Zealand could argue that although its actions may breach WTO rules, 

because the actions are pursuant to the Protocol, the WTO should take the Protocol 

into account in its decision. 

131 lnternational Institute for Sustainable Development and the Centre for International Environmental 
Law "The State of Trade Law and the Environment: Key Issues for the next Decade" Working Paper 
(February 2003), 42 available at: http://www.ciel.org/Publications/StatcTradeLaw WorkingPaper.pdf 
(last accessed 4 August 2003). 
132 International Institute for Sustainable Development and the Centre for International Environmental 
Law "The State of Trade Law and the Environment: Key Issues for the nex t Decade " Working Paper 
(February 2003), 44 available at: htt : www.ciel.or ublications StateTradeLaw Workin Pa er. df 
(last acce sed 4 August 2003). 
133 Shrimp Turtles, para 124. 
IJ4 International Institute for Sustainable Development and the Centre for International Environmental 
Law "The State of Trade Law and the Environment: Key Issues for the next Decade" Working Paper 
(February 2003) 33, available at: 
<htt : www.ciel.or ublications StateTradcLaw Workin Pa er. df> (last accessed 4 August 2003). 
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The next section of the paper will examine other international law that could be used 

by the WTO. 

A What has the WTO said about the effects of MEAs? 

The WTO's AB has never had to deal with a dispute concerning a trade restrictive 

measure pursuant to an MEA that conflicts with WTO rules. Thus it is unclear 

whether the WTO would just look at the WTO agreements in deciding a case or 

whether they might take into account the fact that the measure was pursuant to an 
MEA.1 3s 

Several prior WTO decisions have commented on how MEAs, such as the Protocol , 

might be dealt with by the WTO. These AB decisions show that the WTO favours 

multilateral treaties that restrict trade for environmental purposes over unil ateral bans. 

In the Shrimp Turtles decision, 136 the AB was highly critical of the US for failing to 

negotiate a multilateral agreement for the protection of sea turtles instead of imposing 

a unilateral ban. The AB claimed that the fact that the US had not entered into 

negotiations with other parties and other WTO members to establish a multil ateral 

agreement for the protection of sea turtl es, meant that their actions constituted 

unjustifiable discrimination.137 The AB went on to conclude that multil ateral 

instruments are preferable to unilateral trade restrictions. The AB held that: 138 

[in rejecting thi s appeal] We have not decided that the enviro nment is of no 

significance to members of the WTO. Clearl y, it is. We have no t decided that 

the sovereign nations that are members of the WTO cannot adopt effecti ve 

measure to protect endangered species, such as sea turtles. Clea rl y, they can and 

should . We have not decided that sovereign states should no t act toge ther 

bilaterally, plurilaterall y o r multilatera ll y, either within the WTO or in other 

internati onal fo ra, to protect endangered species or to otherwise pro tec t the 

environment. Clearl y, they should and do. 

135 Environment et Development Durable "WTO - View Upon Environment" ava il able at 
<www.envirodev.o rg/biosecurite/debat analyse/omc gb.h tm> (las t accessed 4 August 2003). 
136 The facts of the case are di scussed above at section V(a). 
137 Shrimp Turtles, para 167 - 170. 
138 Fiona Macmill an WTO and the Environment (Swea t and Maxwe ll , London, 2001) 96. 
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However, the US had entered into a regional agreement for the protection of 

sea turtles called the Regional Inter-American Convention. This agreement actually 

ended up counting against the US as the AB concluded that the fact the US had 

negotiated with some parties only, and not all effected parties, increased the 

discrimination against parties left out of the negotiations. 139 Thus it can be concluded 

that for an MEA to be acceptable to the WTO all interested parties must be members, 

or at least must have been party to the negotiations. 

New Zealand could cite the Shrimp Turtles case as evidence that restrictions 

incorporated into a MEA should be looked at favourably by the WTO. However, 

Fiona Macmillan argues that the Shrimp Turtles case, far from endorsing MEAs, 

simply creates a new hurdle for the success of any environmental trade restriction. 

She noted that the only effect of the case is that, "unilateral measures will [now] be 

looked at askance." 140 

It is not clear how a MEA that does not have all affected parties as members 

would fare at the WTO. As noted above, the US is not a party to the Protocol, but is 

one of the biggest exporters of GMOs in the world. Thus the US could argue that the 

Protocol does not address all affected parties. However, the fact that the US was a 

party to the negotiations might be enough to show the WTO that the US as an affected 

party was taken into account. 

In the World Trade Report for 2003 the WTO stated that: 11 [p ]ursuant to the 

Shrimp Turtles ruling by the AB, the will to resolve an environmental problem 

through the conclusion of an MEA, or good faith efforts to negotiate with the non-

party concerned, may also help tip the balance for the defending WTO member. 111 41 It 

could, as a consequence, be argued that the fact that the US were involved in the 

negotiations for the Protocol would be enough for the WTO to look favourably on the 

Protocol. 

1'9 . - Shrimp Turtles, para 167. 
14° Fiona Macmillan WTO and the Environment (Sweat and Maxwell , London, 2001) 95. 
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One commentator has argued that the Shrimp Turtles case means that the 

WTO must give legal weight to MEAs. He claims that they cannot call for them on 

the one hand and then ignore them on the other. 142 He concludes that the Shrimp 

Turtles case "brings the use of MEAs into a source that can be analogised into an 

international standard." 143 Another commentator has argued that, in relation to the 

Protocol "the WTO may be willing to concede the difficulty of challenging the 

authority of another widely accepted international agreement." 144 Thus, the WTO 

may find trade restrictive measures pursuant to the Protocol to be legitimate, on the 

basis that the Protocol is an MEA. 

B TheCTE 

The CTE has also commented on the effects of MEAs in relation to the WTO. 

In the conclusions reached at the WTO 's 1996 Singapore Ministerial Conference, the 

CTE stated that it fully supported multilateral solutions to global environmental 

problems and urged WTO members to avoid unilateral actions. 145 However, while 

acknowledging this, the CTE also claimed that there was no need to change WTO 

provisions to provide increased accommodation for MEAs. In the event of a conflict 

in the WTO over the trade measures prescribed in an MEA (in particular against a 

WTO member that is not a party to the MEA), the CTE expressed its belief that WTO 

dispute settlement provisions are satisfactory for tackling any such problems.146 

141 WTO "World Trade Report" (14 August 2003) Press Release, 186, availab le at: 
<http ://www.wto.org/english/news e/pres03 e/pr348 e. htm > (last acces cd 22 August 2003). 
142 International Institute fo r Sustainable Development and the Centre fo r In ternational Environmenta l 
Law "The State of Trade Law and the Environment : Key Issues fo r the nex t Decade" Working Paper 
(February 2003), 25 ava ilable at: 
<http://www.ciel.o rg/Publica tions/StateTradeLaw WorkingPaper. pdf> (la t accessed 4 August 2003). 
143 International Institute fo r Sustainable Development and the Centre fo r International Environmenta l 
Law "The State of Trade Law and the Environment: Key Issues fo r the next Drcade" Working Paper 
(February 2003), 32 ava il able at: 
<http://www.ciel.org/Publications/StateTradeLaw WorkingPaper.pdf> (las t acce sed 4 August 2003). 
144 Fiona Macmillan WTO and the Em>ironment (Swea t and Maxwe ll , London, 2001) 109. 
14

·' WTO "CTE on: Trade Rules, Environmental Agreements and Dispute " avai lable at: 
<http ://www.wto.org/engli sh/tratop e/envir e/cte01 e.htm> (last accessed 2 cptembcr 2003). 
146 WTO "CT E on: Trade Rules, Environmental Agreements and Disputes" avai lable at: 
<http://www.wto.org/engli h/tratop e/envir e/cteO l e. htm> (last accessed 2 September 2003). 
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C Customary International Law 

The WTO is also bound by rules of customary international law. 147 The WTO 

AB has, in several decisions, ruled that the Vienna Convention is part of its 

jurisprudence, and that the WTO agreements are to be interpreted in accordance with 

it. 148 This next section of the paper will look at what the Vienna Convention provides 

for in relation to the application of successive treaties. When two treaties overlap, the 

Vienna Convention provides general principles of interpretation that help to determine 

which of the two treaties should apply. 

D The Vienna Convention 

The first port of call in interpreting the relationship between conflicting 

international agreements is always the words of the agreements themselves. Article 30 

of the Vienna Convention provides guidance on the application of successive treaties 

relating to the same subject matter. However, the Vienna Convention is only 

"residuary" in application. If the parties expressly indicate which agreement prevails 

then there is no room for the Vienna Convention. As noted above, the Protocol does 

not expressly indicate how it is to affect the WTO rules. 

1 The Same Subject Matter? 

Article 30 states that the Vienna Convention should be u ed to interpret 

"successive treaties relating to the same subject matter." 149 The background to the 

Vienna Convention suggests that the Convention is not relevant to the interpretation 

of completely separate agreements that overlap. 150 The first issue under Article 30 i , 

therefore, whether the SPS Agreement and the Protocol actually relate to the same 

147 GAIT, article 2. 
148 An example is the case of Ja pan - Taxes on Alcoholic Beverages adopted on 4 October 1996 
WT/DS/11/AB (Appellant Body). 
149 Vienna Convention, article 30. 
15° Chris Wold "Multilateral Environmental Agreements and the GA IT: Conflict and Re olution " 
(1996) 26 Envtl L 841 , 910. 
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subject matter. WTO obligations deal with trade whereas the Protocol relates to 

biodiversity. 

It has been argued that this requirement should be construed strictly .151 On the 

other hand it may be possible to argue that the existence of health and safety measures 

in the SPS Agreement means that it concerns some environmental matters, making the 

linkage between the Protocol and the SPS Agreement enough to ensure that article 30 

is relevant. 

2 Latter Treaty 

Article 30(2) of the Vienna Convention goes on to state that where there is a 

conflict between two treaties "the earlier treaty applies only to the extent that its 

provisions are compatible with those of the later treaty." This rule is known as Jex 

posterior. 

The SPS Agreement was established in 1994, while the Protocol came into 

force in September 2003. It is arguable that the parties who are members of both the 

SPS Agreement and the Protocol have, by signing the Protocol , agreed that 

international trade in GMO products will be regulated by the Protocol and not by the 

SPS Agreements. Effectively, it could be argued that they have waived their WTO 

obligations in so far as they relate to trade in biodiversity. However, the Protocol 

cannot be considered to be an agreement by WTO members to vary the provisions of 

the WTO Agreement. 

This situation can only apply to states that are parties to both treaties, as a state 

that is not a party to the Protocol can argue that it has never given up its rights under 

the WTO agreement, and could insist on exporting GMOs to another WTO member 

country. In such a situation the importing country would not be able to rely on the 

Protocol and would have to look to the WTO exception if it wished to block the 

imports. 

15 1 Jan Sinclair The Law of Treaties (Manchester University Press, Manchester, 19 4) 98. 
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3 More Certain Treaty? 

Although not stated in the Vienna Convention there is a general principle of 

law known as /ex specialis that a more specific treaty should trump a more general 

treaty. Thus it could be argued that the Protocol, dealing specifically with 

biodiversity , is much more specific than the SPS Agreement which relates to health 
JS? and safety measures generally. · -

The CTE has claimed that this principle would most likely be taken into 

account by the WTO. The CTE holds the view that trade measures that parties have 

agreed to in a MEA should prevail over WTO provisions. 153 However, given that 

nothing the CTE says is binding on anyone, this is not a definitive interpretation. 

4 What happens if Disputing Parties are not Members of Both 

Agreements? 

If a dispute were to arise between two countries such as the US, which is a 

WTO member and not a Protocol member and New Zealand, which is a member of 

both, the terms of the SPS Agreement would prevail under Article 30(4)(b) of the 

Vienna Convention. In this situation it would be unlikely that the Protocol would play 

any part in the decision of the WTO. This conclusion provide a trong incentive for 

the US not to sign the Protocol , thereby guaranteeing all of their existing rights under 

the WTO. 

It can be concluded that, on the basis of the Vienna Convention, between 

parties to both the WTO and the Protocol , the WTO will apply only to the extent that 

its provisions are compatible with those of the Protocol due to the Jex posteria rule. 

Between a party to both the WTO and the Protocol , and a party only to one of these 

treaties, the WTO would govern all their mutual rights and obligations. 154 

152 Chris Wold "Multilatera l Environmental Agreements and the GAIT: Conflict and Reso lution" 
(1996) 26 Envtl L 841,912. 
15

' WTO "CTE on: Trade Rules, Environmental Agreements and Dispute " available at: 
<http:ijwww.wto.org/english/tratop e/envir e/cteOl e. htm> (last acce sed 2 September 2003). 
154 TO Elias The Modem Law of Treaties (Oceana Publications Inc, ew York, 1974) 57. 



47 

E The Precautionary Principle - is it Customary International Law? 

While the Protocol may not be relevant to a dispute involving the US, because 

it is not a party to the Protocol, New Zealand could argue that the Protocol is still 

relevant because it articulates customary international law in its formulation of the 

precautionary principle. The principles of customary international law override the 

provisions of the WTO agreements, even if customary international law develops later 

than the agreements. 155 If this were the case then the WTO would be bound to rule in 

accordance with the precautionary principle, even if neither party to the dispute were 

parties to the Protocol. 

Many commentators have argued that the entry into force of the Protocol will 

contribute to the formation of the precautionary principle into customary international 

law.156 This is what the EU tried to argue in the Beef Hormones case, as discussed 

previously. The next part of this paper will look at what the requirements are for the 

development of a principle of international customary law. 

F Customary International Law 

Customary international law is formed through state practice and opinio juris. 

Opinio juris is satisfied where a state follows a practice because it feels that it is 

legally obliged to do so. Treaties that are ratified by a large number of states often 

contribute to the development of customary international law by articulating conduct 

that is followed by many states. 157 Once a treaty articulates customary international 

law it becomes binding on all states, even those not party to the agreement. 158 

155 TO Elias The Modern Law of Treaties (Oceana Publications Inc, ew York, 1974) 57. 

156 Terence P Stewart and David S Johanson "A Nexus of Trade and the Environment: The 
Relationship Between the Cartagana Protocol on Biosafety and the SPS Agreement of the World Trade 
Organisation" (2003) 14 Colo J Tnt 'l Envtl 1 & Pol'y l, 40. 
157 Mark E Yilliger Customary International law and Trea1ies (2nd ed , Kluwer, The Hague, 1997) 
258. 
158 Mark E Yilliger Customary International Law and Treaties (2nd ed, Kluwer, The Hague, 1997) 
258. 
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A lapse of time is usually required for a principle to become one of customary 

international law, because the development of a principle is usually progressive. 159 

However, such a lapse of time need not be particularly long. A rule in a treaty might 

develop into a principle of customary international law very quickly by having 

widespread participation and by being supported by states that are substantially 

affected .160 

In 2000, in a communication to the WTO, the European Commission ("EC") 

claimed that the precautionary principle had become a "fully fledged principle of 

international law." 161 The EC described the precautionary principle as one that had 

been progressively consolidated in international environmental law, and claimed that 

the WTO Agreements confirm this. The basis for this claim by the EC was that each 

member of the WTO should have the exclusive right to determine the level of 

environmental protection that they considered appropriate. The EC, citing the Beef 

Hormones decision, claimed that the precautionary principle was sanctioned by article 

5.7 of the SPS Agreement. They added, however, that that section should not be 

"bound up with a time limit." 162 

The EC noted that "recourse to the precautionary principle is a central pl ank of 

EU policy." 163 The EC also noted, somewhat cryptically, that the communication 

would not be the "last word" 164 on this topic. 

However, while there are strong arguments that the principle is one of 

customary international law, the fact that the US has not ratified the Protocol and is 

159 Mark E Villiger Customary International Law and Treatie (2nd ed, Kluwer, The Hague, 1997) 
259. 
160 Mark E Villiger Customary International Law and Treaties (2nd ed, Kluwer, The Hague, 1997) 
260. 
16 1 WTO "Communication from the European Communities on the Precautionary Principle" 
Submission to the WTO (14 March 2000) G/SPS/GE /168, 9 avai lab le at http://www.wto.org (last 
accessed 24 July 2003). 
162 WTO "Communication from the European Communiti es on the Precautionary Principle " 
Submis ion to the WTO (14 March 2000) G/SPS/GEN/168, 9 avai lable at h!.!Q: www.wto.or (la t 
accessed 24 Jul y 2003). 
163 WTO "Communication from the European Communities on the Precautionary Principle" 
Submission to the WTO (14 March 2000) G/SPS/GEN/168, 10 ava il ab le at htt : www.wto.or (las t 
accessed 24 July 2003). 
164 WTO "Communication from the European Communities on the Precautionary Principle" 
Submission to the WTO (14 March 2000) G/SPS/GEN/168, 10 ava ilab le at http://www.wto.org (last 
accessed 24 Jul y 2003). 



49 

unquestionably an important state, probably has the effect of preventing the principle 

from developing into one of customary international law at this time. 165 

G What does this mean for MEA in general? 

What can be concluded is that currently, on a strict interpretation, any action 

pursuant to the Protocol could breach the WTO rules. Unless the WTO decides to 

recognize the legitimacy of the Protocol, a claim by the US against New Zealand 

would probably succeed at the WTO. The Protocol really only has a chance at the 

WTO if both parties to the dispute are members of the Protocol and the Vienna 

Convention becomes relevant. However, the fact that the principle does seem to be 

developing into one of customary international law means that this situation could 

well change in future. 

H Where does this leave the Protocol? 

The conclusion set out above is problematic considering the large number of 

MEAs that use trade measures to try to protect states from substances that are harmful 

to the domestic environment. These include the Basel Convention on the Control of 

Transboundary Movements of Hazardous Waste, CITES and the Montreal Protocol 

on Substances that Deplete the Ozone Layer. The Protocol is already serving as a 

source of international precedents for future MEAs addressing trade, risk assessment, 

and risk management. 166 The precise relationship between these agreements and the 

WTO vary. However, they show that trade restrictions are an essential element in the 

imposition of environmental policy. 

One commentator concludes that the various conflicts between MEAs and the 

WTO demonstrate that there is a real problem with the rigid separation in 

international law between public international law, which MEA form part of, and 

165 Terence P Stewart and David S Johanson "A Nexus of Trade and the Environment: The 
Relationship Between the Cartagana Protocol on Biosafcty and the SPS Agreement of the World Trade 
Organisation" (2003) 14 Colo J Int'I Envtl I & Pol'y 1, 43. 
166 Paul E Hagen and John Barlow Weiner "The Cartagena Protocol on Biosafety: cw Rules for 
International Trade in Living Modified Organisms" (2000) 12 Geo Int'l Env!l L Rev 697,699. 
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international economic law. 167 At present the WTO system is too narrow to 

encompass an environmental perspective, which is understandable since it was 

created 50 years ago when many environmental concerns had not been identified as 

matters of international significance. Another commentator described the WTO as 

"disturbingly anti-environmental. 11168 

UNEP has concluded that although a dispute concerning an MEA has not yet 

taken place within the WTO, this does not mean that such disputes will not arise in 

the future. On this issue UNEP concluded that the current WTO dispute mechanisms 

are probably not sufficiently able to deal with such a dispute and that therefore "there 

is an urgent need to have appropriate mechanisms put in place." 169 But what should 

these mechanisms be? 

If the WTO is left to decide how to fit the Protocol, or any other MEA, into 

international trade regulation, it is likely that the environment will not come out a 

winner. The WTO has acknowledged that it is only competent to deal with trade 

issues. The WTO was set up as an organisation to prevent limitations on trade and, 

accordingly , its only task is to look at environmental policies that have a significant 

impact on trade. For these reasons it is likely that the WTO will not favor the 

precautionary principle as it is articulated in the Protocol and will prefer its own 

policy where scientific proof is needed to justify restrictions on trade. Another 

problem is that the US exerts very strong political weight at the WTO and so will be a 

powerful influence on any such decision. 

Given the problems associated with the WTO interpreting the Protocol , along 

with the recent anti-globalisation demonstrations all around the world, and the 

emotionally charged nature of the trade and environment debate generally , this 

dispute should not go to the WTO. Brett Grosko predicts that any such decision by the 

WTO would be "politically controver ial , technically complex and doctrinally 

167 Fiona Macmillan WTO and the Em•ironment (Sweat and Maxwell , London, 2001) 42. 
168 Ryan Winter "Reconciling the GAIT and the WTO with Multilateral Environmental Agreements: 
Can We Have Our Cake and Eat It Too?" (2000) 11 Colo J lnt'I Envtl L & Pol'y 223, 238. 
169 UNEP "UNEP Meeting on Compliance, Enforcement and Dispute Selllement in MEA and the 
WTO" Chairman 's Summary (26 June 2001) available at <http ://www.unep.ch.etu> (last accessed 22 
September 2003). 
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perplexing" 170 and would provoke potentially enormous political fallout. 171 He 

concludes that such a dispute would call into question not only the Protocol but also 

the legality of all trade bans enshrined in MEAs, and would have a disastrous effect 

on the legitimacy of the WTO. 

To avoid such a situation it is argued that the WTO needs to address the issue 

of GMOs and trade restrictive measures in MEAs generally to avoid dealing with the 

problem on a case-by-case basis. 

The next part of this paper will look at what the WTO has done so far with the 

issue of MEA sanctioned trade bans. 

VII THE RESPONSE OF THE WTO TO THE CONFLICT 

The conflict between WTO rules and MEAs has long been recognized by the 

WTO. The CTE states in its terms of reference that it aims to: "identify the 

relationship between trade measures and environmental measures, in order to promote 

sustainable development." 172 

At the time of its creation there was much hope that the CTE would have the 

ability to reconcile the problems between trade and the environment. 173 However this 

optimism has been relatively unfounded. The CTE has never been given competence 

to revise WTO rules in order to accommodate environmental goals. On the contrary, 

the work of the CTE has been restricted to non-binding recommendations and reports. 

The CTE has been institutionally separated from the WTO Committees that have 

responsibility for the development of WTO agreements. 174 One commentator has 

described the work of the CTE as "non-aggressive and uninspiring". 175 

170 Brett Grosko " GE and lnternational Law: Conflict or Harmony? An Analysis of the Biosafety 
Protocol, GAIT, and the SPS Agreement" (2001) 20 Va Envtl L J 295,327. 
17 1 Brett Grosko "GE and International Law: Conflict or Harmony? An Analysis of the Biosafety 
Protocol, GAIT, and the SPS Agreement" (2001) 20 Ya Envtl L J 295,327. 
172 wro "Ministerial Decision on Trade and Environment" (14 April 1994) available at 
<http://www.wto.org/english/tratop e/envir e/i u5 e.htm> (last accessed l September 2003) 
173 Fiona Macmillan WTO and the Enl'ironment (Sweat and Maxwell , London, 2001) 14. 
174 International Institute for Sustainable Development and the Centre for International Environmental 
Law "The State of Trade Law and the Environment: Key Issues for the next Decade" Working Paper 
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While being set up as an agency focusing on the environment, the CTE is still 

part of the WTO and thus its focus is primarily on the trade impacts of environmental 

measures, not on the environmental impacts of trade rules. 176 The WTO has described 

the work of the CTE as based on two fundamental principles, which are: 177 

1. The WTO is only competent to deal with trade. In other words, in 

environmental issues its only task is to study questions that arise when 

environmental policies have a significant impact on trade. 

2. The WTO is not an environmental agency. 

The CTE has been powerless to take any decisive action rn favour of the 

environment because states regularly insist on the WTO's limited competence to deal 

with environmental issues whenever an environmental issue has the potential to 

disrupt any of their economic interests. Since 1996 the CTE has met only three times 

per year and has produced very few substantive reports. This may have something to 

do with the fact that the most active participant at the CTE is the US. 178 The CTE has 

made no conclusions on the relationship between the Protocol and the WTO but has 

acknowledged that it is something that the WTO must look into. 179 

(February 2003), 5 available at: <hit : www.ciel.or ublications StateTradeLaw Workin Pa er. df> 
(last accessed 4 August 2003). 
175 Ryan Winter "Reconciling the GATT and the WTO with Multilateral Environmental Agreements: 
Can We Have Our Cake and Eat It Too?" (2000) 11 Colo J Int'I Envtl L & Pol'y 223,241. 
176 Gregory Shaffer "The World Trade Organisation Under Challenge: Democracy and the Law and 
Politics of the WTO's treatment of Trade and Environmental Matters" (2001) 25 Harv Envtl L Rev l, 
24. 
177 Gregory Shaffer "The World Trade Organisation Under Challenge: Democracy and the Law and 
Politics of the WTO's treatment of Trade and Environmental Malters" (2001) 25 Harv Envtl L Rev l , 
20. 
178 Gregory Shaffer "The World Trade Organisation Under Challenge: Democracy and the Law and 
Politics of the WTO 's treatment of Trade and Environmental Matters" (2001) 25 Harv Envtl L Rev l, 
45. 
179 WTO "Beyond the Agreements: The Environment - a new higher profile" available at 
<http://www.wto.org> (last accessed 1 August 2003). 
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A Doha 2001 

The relationship between the WTO and MEAs was raised at the Fourth WTO 

Ministerial Conference, held in Doha, Qatar in 2001. 180 A number of parties, 

especially the EU, emphasized that there needed to be some resolution between the 

two systems. The Protocol was used as an example of where such a relationship needs 

to be addressed. In a major coup for the EU the Ministerial Document produced from 

the Doha meeting included a clause mandating negotiations on trade and the 

environment. This seemed revolutionary as it made an environmental issue a 

negotiating item, rather than just a CTE "study item" as has been the custom in the 

past. 181 

The Ministerial document sets out, at clause 31(i), that such negotiations will 

address "[t]he relationship between international trade agreements and MEAs." 182 

These negotiations are aimed at enhancing the "mutual supportiveness" 183 between 

trade agreements and MEAs. However, a major concession to those who opposed 

such discussions was the inclusion of "without prejudice to their outcomes" 184 in the 

clause that mandated the negotiations. 

Another limitation of the effectiveness of the negotiation is the inclusion of 

paragraph 32 in the Ministerial document which clearly limits the scope of work 

under para 31 by preventing any changes to legal rights and obligations of WTO 

members. 

180 The Fifth WTO Ministerial Conference will be held in Cancun, Mexico from 10 to 14 September 
2003. The main task will be to take stock of progress in negotiations and other work under the Doha 
Development Agenda. 
18 1 International Institute for Sustainable Development and the Centre for International Environmental 
Law "The State of Trade Law and the Environment: Key Issues for the next Decade " Working Paper 
(February 2003), 7 available at: <htt : www.ciel.oro ublications StateTradeLaw Work.in Pa er. df> 
(last accessed 4 August 2003). 
182 Doha Ministerial Declaration, paragraph 3l(i) available at 
<http:ijwww.wto.org/english/thewto e/minist e/minOl e/mindecl e.htm#agriculture> (last accessed 
24 August 2003). 
183 Doha Ministerial Declaration, paragraph 3 l(i) available at 
<http:ijwww.wto.org/english/thewto e/mini t e/minOl e/mindecl e.htm#agriculture> (last accessed 
24 August 2003). 
184Doha Ministerial Declaration paragraph 31(i). 
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One commentator has claimed that para 31, far from being helpful to MEAs, 

actually limits the ability of the AB to respond to WTO conflicts with MEAs, by 

taking responsibility away from the AB and putting it into the hands of WTO 

members. 185 Another point to note is that there was no mention of the precautionary 

principle at the Doha meeting by any of the delegates and accordingly, no reference to 

it in the resulting Ministerial Document. 

B After Doha 

There has been little action as a result of clause 3 l(i) of the Doha Ministerial 

Document. In November 2002 officials from the WTO and variou MEA secretariats, 

including the secretariat for the Protocol, met to discuss how to structure negotiations 

under paragraph 31(i) of the Doha Declaration. Most of the conclusions raised did 

not involve any new action. Rather the focus was on information exchanges and 

sharing of ideas rather than on any concrete progress. 

In the World Trade Report for 2003 the WTO stated that the negotiations 

under Doha regarding MEAs and the WTO are confined to "the applicability of 

existing WTO rules among parties to an MEA." 186 

The limited results from the WTO in general, and particularly the CTE, 

demonstrate that it may be hard to deal with the conflict within the confines of the 

WTO. However, the fact that the WTO is so powerful in terms of its binding dispute 

settlement and enforcement mechanisms, means that the Protocol, with no dispute 

resolution body of its own, is particularly vulnerable. Solutions may need to be part of 

the WTO system or risk being overwhelmed by the political might of the WTO. One 

protestor summed up the power of the WTO nicely with a banner proclaiming, "God 

is Dead. The WTO replaced it" 187 at the recent Seattle prote t . 

185 International Institute for Sustainable Development and the Centre for International Environmental 
Law "The State of Trade Law and the Environment: Key Issues for the next Decade" Working Paper 
(February 2003), 35 available at: 
<http://www.ciel.org/Publications/StateTradeLaw WorkingPaper.pdf> (last acce sed 4 August 2003). 
186 WTO "World Trade Report" (14 August 2003) Pres Release, 186, available at: 
<http://www.wto.org/english/news e/pres03 e/pr348 e.htm > (last acces ed 22 August 2003). 
187 Paulette L Stenzel "Why and how the World Trade Organisation must Promote Environmental 
Protection" (2002) 13 Duke Env L & Pol'y F 1, 20. 
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The WTO system is currently unable to cope with environmental measures 

that create restrictions on trade. Thus it may be necessary to reform the system. The 

next part of the paper will look at possible ways to reform the WTO. 

VIII WTO REFORM 

There have been many suggestions as to how the WTO could be reformed to 

better meet environmental needs. One commentator concludes that the WTO system 

must be amended to provide an exception for environmental purposes in MEAs. 188 

The challenge is to establish an exception that has clear boundaries so to prevent it 

from being used as a protectionist device. 189 

A Amendment and Waiver 

Any member of the WTO may initiate a proposal to amend the provi ions of 

one of the WTO Agreements by submitting a proposal to the Ministerial Conference 

of the WTO. There needs to be a two thirds majority of all WTO members for the 

proposal to be submitted to the WTO and then acceptance of all members is required 

for the proposal to be successful. 190 This has meant that, to date, WTO parties have 

been unable to come to any agreement over whether, and if so how, to amend GA TT 

to better deal with the environment. 191 Some commentators have raised the possibility 

of using the WTO's waiver procedure as an alternative to the need for consensus to 

amend the GA TT. The WTO system provides for a waiver process which is 

reasonably efficient. The Protocol could be submitted to the WTO for waiver as the 

WTO Agreement explicitly allows parties to waive WTO obligations in exceptional 

circumstances, if such waiver is approved by a three-fourths majority of WTO 

parties. 192 NAFf A could be used an example of a trade body that has waived 

188 John H Jackson The Jurisprudence of GAIT and the WTO (Cambridge's University Press, 
Cambridge, 2000) 432. 
189 John H Jackson The Jurisprudence of CA IT and the WTO (Cambridge's University Press, 
Cambridge, 2000) 432. 
190 Marrakech Agreement, Article X. 
19 1 Chris Wold "Multilateral Environmental Agreements and the GAIT: Conflict and Re olution" 
(1996) 26 Envtl L 841 , 921. 
192 Paulette L Stenzel "Why and how the World Trade Organisation must Promote Environmental 
Protection" (2002) 13 Duke Env L & Pol 'y F 1, 29. 
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obligations for specific MEAs. 193 It is unlikely, however, that a three-fourths majority 

could be achieved due to the strong influence of the US at the WTO. In addition, it is 

accepted that waiver is supposed to be used only in exceptional circumstances and 

should always have a date at which the waiver shall terminate. 194 Thus, waiver would 

really only be a temporary solution to the MEA problem. 

B Interpretation 

A member country could submit an application to the General Council of the 

WTO requesting an authoritative interpretation of the relationship of the WTO 

Agreements with the Protocol in order to avoid future conflicts. The Ministerial 

Agreement provides that: 195 

The Ministerial Conference and the General Council shall have the exclusive 

authority to adopt interpretations of this Agreement and of the Multilateral 

Trade Agreements. The decision to adopt an interpretation shall be taken by a 

three-fourths majority of the Members. 

This same approach could be used to reconcile the provisions of the WTO 

Agreements with other MEAs that involve trade restrictions. This sort of 

interpretation may find more legitimacy with the international community than ad hoe 

Panel interpretations and would help parties to both agreements to understand their 

obligations. 

However, the US would probably be able to block any agreed interpretation by 

consensus in the General Council. The other danger is that uch an interpretation 

could be couched in the same kind of language as the savings clau e in the Protocol. 

It has been suggested 196 that in June 2000 the legal divi ion of the WTO 

secretariat proposed that the General Council of the WTO provide an interpretation of 

193 Article 104 of NAFf A lists seven MEAs that trump NAFf A in the case of di agreement. The seven 
MEAs are the Montreal Protocol , the Basel Convention, CITES and four bilateral treaties. 
I~ . Marrakech Agreement, article IX.4. 
I~ . · Marrakcch Agreement, article IX.2. 
196 Chakravarthi Raghavan "Reconciling the Biosafety Protocol and WTO by Interpretation?" 
<http//www.twn idc.org.sg/t itle/reconcile .htm> (last accessed 9 Jul y 2003). 
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the WTO agreements and their interaction with the Protocol in order to avoid future 

conflicts and uncertainty .197 There is, however, no accessible information on what 

became of this proposal. It seems likely that it was simply ignored. 

C The EU's Suggestion 

One recent suggestion by the EU in relation to the conflict between MEAs and 

the WTO, involved amending the GA TT so that MEAs are clearl y covered in the 

Article XX exceptions. Article XX would have the proviso that any measures taken 

under specific provisions of an MEA "shall be presumed to be necessary for the 

achievement of the environmental objectives of the MEA" or, alternatively, 

"necessary for the protection of the environment" and thus wiJI not be subject to the 

strict tests imposed by the WTO agreements in relation to environmental exceptions. 

The major issue in relation to thi s proposal is how to categorize an MEA to 

prevent such an exception being turned into protectioni st instruments by some 

developed countries to limit imports from the developing world . An MEA that would 

be able to be exempt should be open to participation by all parti es concerned with the 

environmental objectives of the agreement. Any MEA should also refl ect a 

representative range of countries, geographicall y and at different levels of 

development. 

This suggestion was addressed by the WTO in its World Trade Report fo r 

2003.198 The WTO acknowledged that MEAs create obligations of similar standing to 

WTO obligations.199 The report went no furth er than mentioning the suggestion. This 

may or may not indicate that the suggestion is something that the WTO are looking 

into. 

197 Chakravarthi Raghavan "Reconciling the Biosafety Pro tocol and WTO by Interpretati on?" 
<http//www.twnside.o rg.sg/titl e/reconcile. htm> (last accessed 9 July 2003). 
198 WTO "World Trade Report" (14 August 2003) Press Relea e, 186, avai lab le at: 
<http://ww w.wto.org/english/news e/pres03 e/pr348 e. htm > (la t accessed 22 August 2003). 
199 WTO "World Trade Report" (14 August 2003) Press Release, 186, avai lab le at: 
<htt : www.wto.or en li sh news e res03 e r348 e.htm > (last accessed 22 August 2003). 
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IX CONCLUSION 

The Protocol's elaboration of the precautionary principle makes it a strong 

addition to international environmental law, and goes a long way to reconciling trade 

and environmental objectives. But the Protocol faces a major obstacle: it is not the 

only agreement that deals with the international trade in GMOs. The WTO also 

regulates the trade in GMOs. The Protocol sets out that parties can use the 

precautionary principle as a way to manage the risks associated with the trade in 

GMOs. However, the SPS Agreement, under the WTO, requires scientific 

justification for any trade restrictive measure that is not provisional in application. 

So how will these two agreements interact? The Protocol has a savings clause 

that is intended to address its relationship with the WTO. However, the clause reflects 

the sensitivity of the compromise reached in Montreal and is ambiguous, resolving 

nothing. 

What's more, the US has indicated that it does not accept the precautionary 

principle as a basis for restricting international trade. The US, like the WTO, insists 

on scientific justification for any trade restrictive measure. 

Thus, importing countries should be mindful that they might be taken to the 

Dispute Settlement Body of the WTO for any action pursuant to the Protocol. In fact 

the wheels may already be in motion for such a complaint, as in May 2003 the US 

lodged a complaint with the WTO on the EUs moratorium on approval of GMOs. In 

the complaint the US claim the moratorium is a trade barrier that breaches the SPS 

Agreement. They say there is no scientific proof that the moratorium is necessary to 

protect human life or health. While this claim does not involve the Protocol directly , 

the EU's moratorium on GMOs is consistent with the precautionary approach of the 

Protocol , and so the outcome of any such dispute would have major ramifications for 

the Protocol. 

One solution to the conflict between the two agreements would be for the 

Protocol to be considered as evidence of international standards in relation to GMOs 
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and biodiversity. Under the SPS Agreement, countries that are consistent with such 

standards are "deemed to be consistent" with the SPS Agreement. Therefore, any 

action pursuant to the Protocol would also be consistent with the WTO. 

Such an approach is unlikely however. The SPS Agreement has specifically 

identified Codex as the international body to create standards for food safety under 

the SPS Agreement. It is clear that Codex, in the throws of a political stalemate, may 

be unable to come to any agreement over standards for GMOs. Under the SPS 

Agreement, where there are no international standards in place, members must justify 

any trade restrictions on the basis of a narrowly focused risk assessment. Such a risk 

assessment is very different to the risk assessment requirements under the Protocol , 

which are more procedural in nature. 

It is likely that the US, a non-party to the Protocol , will be involved in any 

future dispute over GMOs. This will mean that the WTO can ignore the Protocol. If 

this happens it will undermine both the Protocol and the WTO system and will force 

GMOs on member countries of the Protocol , making the Protocol worthless. 

Accordingly, it would be preferable to address the conflict between the Protocol and 

the WTO now. This problem is not limited to the Protocol. There are a number of 

MEAs that use trade restrictive measures that probably violate WTO rules, for 

environmental purposes. The WTO has been conscious of this problem since the 

formation of the CTE in 1994. However, there has been very little substantive 

progress by the WTO on resolution of the conflict. 

This is mainly due to that fact that the WTO is an agency designed to deal 

with trade and as such is ill equipped to manage environmental issues. However, 

because the WTO is so powerful , any olution to the conflict between the WTO and 

the Protocol, and MEAs in general, must work within the WTO or risk being 

undermined. 

There are a number of ways in which this could be achieved. The WTO could 

provide an interpretation of the Protocol. Another option, which has been suggested 

by the EU, is to amend the GA TT article 20 exceptions so that certain MEAs are 

deemed to be consistent with WTO Agreements. This would have the desirable effect 



60 

of taking any action pursuant to the Protocol out of the hands of the WTO. However, 
care would need to be taken in the categorisation of MEAs, to prevent developed 
countries from using such an exception as a protectionist instrument to limit imports 
from the developing world . Such a categorisation would need to factor in 
geographical representation in membership, and the inclusion of all states with 
interests at stake with the issue. This could be a problem for the Protocol , as the US 
has substantial interests in GMOs, but is not party to the Protocol. However, because 
the US participated in the negotiations for the text of the Protocol , it has to be seen as 
a de-facto party to the Protocol. 

With the Protocol entering into force this year, the issue of GMOs has become 
even more emotive and politicised.200 The WTO must take action to deal with the 
inevitable conflict that the Protocol has created. 

200 A campaign was launched on 11 September 2003 (the date that the Protoco l entered into fo rce), . ca ll ed "Bite back: WTO hands off our food." The aim of the campaign is to force the WTO to deal with the issue of GE in a way th at is consistent with the protection of the env ironment and consumer choice. 
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ANNEX I 

CARTAGENA PROTOCOL ON BIOSAFETY TO THE 
CONVENTION ON BIOLOGICAL DIVERSITY 

The Parties to this Protocol, 

Being Parties to the Convention on Biological Diversity, hereinafter referred to as "the 
Convention", 

Recalling Article 19, paragraphs 3 and 4, and Articles 8 (g) and 17 of the Convention, 

Recalling also decision II/5 of 17 November 1995 of the Conference of the Parties to the 
Convention to develop a Protocol on biosafety , specifically focusing on transboundary 
movement of any living modified organism resulting from modern biotechnology that may have 
adverse effect on the conservation and sustainable use of biological diversiiy , sening out for 
consideration, in particular, appropriate procedures for advance informed agreement, 

Reaffirming the precautionary approach contained in Principle 15 of the Rio Declaration 
on Environment and Development, 

Aware of the rapid expansion of modern biotechnology and the growing public concern 
over its potential adverse effects on biological diversity , taking also into account risks to human 
health, 

Recognizing that modern biotechnology has great potential for human well-being if 
developed and used with adequate safety measures for the environment and human health , 

Recognizing also the crucial importance to humankind of centres of origin and centres of 
genetic diversity, 

Taking into account the limited capabilities of many countries, particularly developing 
countries, to cope with the nature and scale of known and potential risks associated with living 
modified organisms, 

Recognizing that trade and environment agreement should be mutually supportive with a 
view to achieving sustainable development, 

Emphasizing that this Protocol shall not be interpreted as implying a change in the rights 
and obligations of a Party under any existing international agreement , 

Understanding that the above recital is not intended to subordinate this Protocol to other 
international agreements, 

Have agreed as follows: 

Article 1 

OBJECTIVE 

In accordance with the precautionary approach contained in Principle 15 of the Rio 
Declaration on Environment and Development, the objective of this Protocol is to contribute to 
ensuring an adequate level of protection in the field. of the safe transfer, handling and use of 
living modified organisms resulting from m?dern_ b10t~chno_logy t~at may ~ave adverse effects 
on the conservation and sustainable use of bwlog1cal d1vers1ty, takmg also mto account nsks to 
human health, and specifically focusing on transboundary movements. 
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Article 2 

GENERAL PROVISIONS 

1. Each Party shall take necessary and appropriate legal , administrative and other measures 
to implement its obligations under this Protocol. 

2. The Parties shall ensure that the development, handling, transport, use, transfer and 
release of any living modified organisms are undertaken in a manner that prevents or reduces the 
risks to biological diversity , taking also into account risks to human health. 

3. Nothing in this Protocol shall affect in any way the sovereignty of States over their 
territorial sea established in accordance with international Jaw, and the sovereign rights and the 
jurisdiction which States have in their exclusive economic zones and their continental shelves in 
accordance with international Jaw, and the exercise by ships and aircraft of all States of 
navigational rights and freedoms nS provided for in international law and as reflected in relevant 
international instruments. 

4. Nothing in this Protocol shall be interpreted as restricting the right of a Party to take 
action that is more protective of the conservation and sustainable use of biological diversity than 
that called for in this Protocol , provided that such action is consistent with the objective and the 
provisions of this Protocol and is in accordance with that Party's other obligations under 
international Jaw. 

5. The Parties are encouraged to take into account, as appropriate, available expertise, 
instruments and work undertaken in international forums with competence in the area of risks to 
human health. 

Article 3 

USE OF TERMS 

For the purposes of this Protocol: 

fa'I "Conference of the Parties" menns the Conference of the Parties to the 
' J Convention; 

(b) "Contained use" means any operation, undertaken within a facility, in tallation or 
other physical structure, which involves living modified organisms that are controlled by specific 
measures that effectively limit their contact with, and their impact on, the external environment; 

( c) "Export" means intentional transboundary movement from one Party to another 
Party; 

(d) "Exporter" means any legal or natural person, under the jurisdiction of the Party 
of export, who arranges for a Jiving modified organism to be exported; 

(e) "Import" means intentional transboundary movement into one Party from another 
Party; 

(f) "Importer" means any legal or natura_l person, ~nder the jurisdiction of the Party 
of import, who arranges for a living modified orgarnsm to be 1mpor:ed; 

(g) "Living modified organism" means any living organisn~ that possesses a novel 
combination of genetic material obtained through the use of modern b10technology; 
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. ~h) "1:,iving o~gan_ism" ~1eans any biological entity capable of transferring or 
replicatrng genetic matenal, rncludrng sterile organisms, viruses and viroids; 

(i) "Modern biotechnology'' means the application of: 

a. In vitro nucleic acid techniques, including recombinant deoxyribonucleic acid 
(DNA) and direct injection of nucleic acid into cells or organelles, or 

b. Fusion of cells beyond the taxonomic family, 

that overcome natural physiological reproductive or recombination barriers and that are not 
techniques used in traditional breeding and selection; 

G) "Regional economic integration organization" means an organization constituted 
by sovereign States of a given region, to which its member States have transferred competence in 
respect of matters governed by this Protocol and which has been dulv authorized. in accordance 
with its internal procedures, to sign, ratify' accept, approve or accede to it; . 

(k) "Transboundary movement" means the movement of a living modified organism 
from one Party to another Party, save that for the purposes of Articles 17 and 24 transboundary 
movement extends to movement between Parties and non-Parties. 

Article 4 

SCOPE 

This Protocol shall apply to the transboundary movement, transit, handling and use of all 
living modified organisms that may have adverse effects on the conservation and su tainable use 
of biological diversity , taking also into account risks to human health. 

Article 5 

PHARMACEUTICALS 

Notwithstanding Article 4 and without prejudice to any right of a Party to subject all 
living modified organisms to risk assessment prior to the making of decisions on import, this 
Protocol shall not apply to the transboundary movement of living modified organi ms which are 
pharmaceuticals for humans that are addres ed by other relevant international agreement or 
organisations. 

Article 6 

TRANSIT AND CONTAINED USE 

1. Notwithstanding Article 4 and without prejudice to any right uf a Party of transit to 
regulate the transport of living modified organisms throu&h it territ?ry and make available to the 
Biosafety Clearing-House, any decision of that Party, subJeCt to Article 2, paragraph 3, regarding 
the transit through its territory of a specific Jiving modified organism the provisions of this 
Protocol with respect to the advance informed agreement procedure shall not apply to living 
modified organisms in transit. 

2. Notwithstandino Article 4 and without prejudice to any right of a Party to subject all 
living modified organis~s to risk assessment _P:ior to de~isions on import and to set standards for 
contained use within its jurisdiction, the prov1s10ns of this Protocol with respect to the advance 
informed agreement procedure shall not apply to :he transbounda~y movement of Jiving modified 
organisms destined for contained use undertaken rn accordance with the standards of the Party of 
import. 
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Article 7 

APPLICATION OF THE ADY ANCE JNFORMED AGREEMENT PROCEDURE 

1. Subject to Articles 5 and 6, the advance informed agreement procedure in Articles 8 to 10 
and 12 shall apply prior to the first intentional tran boundary movement of living modified 
organisms for intentional introduction into the environment of the Party of import. 

2. "Intentional introduction into the environment" in paragraph 1 above, does not refer to 
Jiving modified organisms intended for direct use as food or feed, or for processing. 

3. Article 11 shall apply prior to the first transboundary movement of living modified 
organisms intended for direct use as food or feed, or for proces ing. 

4. The advance informed agreement procedure shall not apply to the intentional 
transboundary movement of living modified organisms identified in a decision of the Conference 
of the Parties serving as the meeting of the Parties to this Protocol as being not likely to have 
adverse effects on the conservation and sustainable use of biological diversity, taking also into 
account risks to human health. 

Article 8 

NOTIFICATION 

1. The Party of export shall notify, or require the exporter to ensure notification to, in 
writing, the competent national authority of the Party of import prior to the intentional 
transboundary movement of a Jiving modified organism that falls within the scope of Article 7, 
paragraph 1. The notification shall contain, at a minimum, the information specified in Annex I. 

2. The Party of export shall ensure that there is a legal requirement for the accuracy of 
information provided by the exporter. 

Article 9 

ACKNOWLEDGEMENT OF RECEIPT OF NOTIFICATION 

1. The Party of import shall acknowledge receipt of the notification, in writing, to the 
notifier within ninety days of its receipt. 

2. The acknowledgement shall state: 

(a) 

(b) 
Article 8; 

The date of receipt of the notification; 

Whether the notification, prima facie, contains the information referred to in 

(c) Whether to proceed accordin~ t_o t~e do~estic regulatory framework of the Party 
of import or according to the procedure spec1f1ed m Article 10. 

3. The domestic regulatory framework referred to in paragraph 2 (c) above, shall be 
consistent with this Protocol. 

4. A failure by the Party of import to acknowledge receipt of a notification shall not imply 
its consent to an intentional transboundary movement. 
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Article 10 

DECISION PROCEDURE 

1. Decisions taken by the Party of import shall be in accordance with Article 15. 

2. The Party of import shall, within the period of time referred to in Article 9 inform the 
notifier, in writing, whether the intentional transboundary movement may proceed: 

(a) Only after the Party of import has given its written consent; or 

(b) After no less than ninety days without a subsequent written consent. 

3. Within two hundred and seventy days of the date of receipt of notification, the Party of 
import shall communicate, in writing, to the notifier and to the Biosafety Clearing-House the 
decision referred to in paragraph 2 (a) above: 

(a) Approving the import, with or without conditions, including how the deci ion will 
apply to subsequent imports of the same living modified organism; 

(b) Prohibiting the import; 

(c) Requesting additional relevant information in accordance with its dome tic 
regulatory framework or Annex I; in calculating the time within which the Party of import is to 
respond, the number of days it has to wait for additional relevant information shall not be taken 
into account; or 

( d) Informing the notifier that the period specified in this paragraph is extended by a 
defined period of time. 

4. Except in a case in which consent is unconditional, a decision under paragraph 3 above, 
shall set out the reasons on which it is based. 

5. A failure by the Party of import to communicate its decision within two hundred and 
seventy days of the date of receipt of the notification sha!! not imply its consent to an intentional 
transboundary movement. 

6. Lack of scientific certainty due to insufficient relevant scientific information and 
knowledge regarding the extent of the potential adverse effects of a living modified organism on 
the conservation and sustainable use of biological diversity in the Party of import, taking also 
into account risks to human health, shall not prevent that Party from taking a decision, as 
appropriate, with regard to the import of the Jiving modified organism in question as ref erred to 
in paragraph 3 above, in order to avoid or minimize such potential adverse effects. 

7. The Conference of the Parties serving as the meeting of the Parties shall, at its fir t 
meeting, decide upon appropriate procedures and mechanisms to facilitate decision-making by 
Parties of import. 

Article 11 

PROCEDURE FOR LIVING MODIFIED ORGANISMS INTENDED FOR DIRECT USE AS 
FOOD OR FEED, OR FOR PROCESSING 

1. A Party that makes a final decision regarding d?mestic use, including placing on the. 
market, of a living modified organism that m~y ?e ~ubJect to transbou~dary move!D_ent ~or dJTect 
use as food or feed, or for processing shall, w1thm f1ft~e~ days of_ makmg that d~c1s10n, 1~f?rm 
the Parties through the Biosafety Clearing-Hou e. This mformauon shall contam, at a m1111mum, 
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the_ i_nformation specified in An~ex II. The Party shall provide a copy of the information, in 
wntrng, to the national focal pomt of each Party that informs the Secretariat in advance that it 
does not have access to the Biosafety Clearing-House. This provi ion shall not apply to decisions 
regarding field trials. 

2. . The Party making a decision under paragraph 1 above, shall ensure that there is a legal 
requuement for the accuracy of information provided by the applicant. 

3. Any Party may request additional information from the authority identified in paragraph 
(b) of Annex II. 

4: A Party may take a decision on the import of living modified organisms intended for 
duect use as food or feed , or for processing, under its domestic regulatory framework that is 
consistent with the objective of this Protocol. 

5. Each Party shall make available to the Bios;ifetv Clearin2:-House cooies of anv national 
laws, regulations and guidelines applicable to the impo'rt of livin~g modified· organism·s intended 
for direct use as food or feed, or for processing, if available. 

6. A developing country Party or a Party with an economy in tran ition may, in the absence 
of the domestic regulatory framework referred to in paragraph 4 above, and in exercise of its 
domestic jurisdiction, declare through the Biosafety Clearing-Hou e that its decision prior to the 
first import of a living modified organism intended for direct use as food or feed , or for 
processing, on which information has been provided under paragraph 1 above, will be taken 
according to the following: 

(a) A risk assessment undertaken in accordance with Annex IJJ ; and 

(b) A decision made within a predictable timeframe, not exceeding two hundred and 
seventy days. 

7. Failure by a Party to communicate its decision according to paragraph 6 above, shall not 
imply its consent or refusal to the import of a living modified organism intended for direct u e a 
food or feed, or for processing, unless otherwise specified by the Party. 

8. Lack of scientific certainty due to insufficient relevant scientific information and 
knowledge regarding the extent of the potential adverse effects of a living modified organism on 
the conservation and sustainable use of biological diversity in the Party of import, taking al o 
into account risks to human health, shall not prevent that Party from taking a decision, as 
appropriate, with regard to the import of that living modified organi m intended for direct use as 
food or feed, or for processing, in order to avoid or minimize such potential adverse effect . 

9. A Party may indicate its needs for financial and technical a si lance and capacity-
building with respect to living modified organisms intended for direct use as food or feed , or for 
processing. Parties shall cooperate to meet these needs in accordance with Articles 22 and 28. 

Article 12 

REVIEW OF DECISIO S 

1. A Party of import may, at any time, in light of new scientific information on potential 
adverse effects on the conservation and sustainable use of biological diversity , taking al o into 
account the risks to human health, review and change a decision regarding an intentional 
transboundary movement. In such case, the Par~y _shall , w~t)1in thirty _days, inform a~y notifier 
that has previously notified movements of the hvmg modified orgam m referred to _rn sue~ . 
decision, as well as the Biosafety Clearing-House, and shall set out the rea ons for its decis10n. 
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2. . A Party of ~xport or a ~otifier may request the Party of import to review a decision it ha 
made m respect of 1t under Article 10 where the Party of export or the notifier considers that: 

. (a) A change_ in circumstances has occurred that may influence the outcome of the 
nsk assessment upon which the decision was based ; or 

(b) Additional relevant scientific or technical information has become available. 

3. The Party of import shall respond in writing to such a request within ninety days and set 
out the reasons for its decision. 

~- The Party of import may, at its discretion, require a risk assessment for subsequent 
imports. 

Article 13 

SIMPLIFIED PROCEDURE 

1. A Party of import may, provided that adequate measures are applied to ensure the safe 
intentional transboundary movement of living modified organisms in accordance with the 
objective of this Protocol, specify in advance to the Biosafety Clearing-Hou e: 

(a) Cases in which intentional transboundary movement to it may take place at the 
same time as the movement is notified to the Party of import; and 

(b) Import of living modified organisms to it to be exempted from the advance 
informed agreement procedure. 

Notifications under subparagraph (a) above, may apply to subsequent similar movements to the 
same Party. 

2. The information relating to an intentional transboundary movement that is to be provided 
in the notifications referred to in paragraph 1 (a) above , shall be the information specified in 
Armex I. 

Article 14 

BILATERAL, REGIONAL AND MULTILATERAL AGREEMENTS AND 
ARRANGEMENTS 

1. Parties may enter into bilateral , regional and multilateral agreements and arrangements 
regarding intentional transboundary movements of Jiving modified organi ms, consistent with 
the objective of this Protocol and provided that such agreement and arrangements do not result 
in a lower level of protection than that provided for by the Protocol. 

2. The Parties shall inform each other, through the Biosafety Clearing-House, of any such 
bilateral, regional and multilateral agreements and arrangements that they have entered into 
before or after the date of entry into force of this Protocol. 

3. The provisions of this Protocol shall not affect intentional tran boundary movement that 
take place pursuant to such agreements and arrangements as between the parties to those 
agreements or arrangements. 

4. Any Party may determine that its domest!c regulations _shall ~pply with respect to specific 
imports to it and shall notify the Biosafety Cleanng-House of its dec1s10n. 
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Article 15 

RISK ASSESSMENT 

1. Risk assessments undertaken pursuant to this Protocol shall be carried out in a 
s~ientifically sound ~anner, in acc?rdance with Annex III and taking into account recognized 
nsk assessment techniques. Such nsk assessments shall be based at a minimum on information 
provided in accordance with Article 8 and other available scientific evidence in ;rder to identify 
and evaluate the possible adverse effects of living modified organisms on the conservation and 
sustainable use of biological diversity, taking also into account risks to human health. 

2. The Party of import shall ensure that risk assessments are carried out for decisions taken 
under Article 10. It may require the exporter to carry out the risk assessment. 

3. The cost of risk assessment shall be borne by the notifier if the Party of import so 
reqmres. 

Article 16 

RISK MANAGEMENT 

1. The Parties shall, taking into account Article 8 (g) of the Convention, establish and 
maintain appropriate mechanisms, measures and strategies to regulate, manage and control risks 
identified in the risk assessment provisions of this Protocol associated with the use, handling and 
transboundary movement of living modified organisms. 

2. Measures based on risk assessment shall be imposed to the extent necessary to prevent 
adverse effects of the living modified organism on the conservation and sustainable use of 
biological diversity, taking also into account risks to human health, within the territory of the 
Party of import. 

3. Each Party shall take appropriate measures to prevent unintentional transboundary 
movements of living modified organisms, including such measures a requiring a risk assessment 
to be carried out prior to the first release of a living modified organism. 

4. Without prejudice to paragraph 2 above, each Party shall endeavour to ensure that any 
living modified organism, whether imported or locally developed , has undergone an appropriate 
period of observation that is commensurate with its life-cycle or generation time before it is put 
to its intended use. 

5. Parties shall cooperate with a view to: 

(a) Identifying living modified organisms or specific traits ?f living modi~ied . 
organisms that may have adverse effects on the conservat10n and su tamable use of b1olog1cal 
diversity takino- also into account risks to human health; and ' 0 

(b) Taking appropriate measures regarding the treatment of such living modified 
organisms or specific traits. 

Article 17 

UNINTENTIONAL TRANSBOUNDARY MOVEMENTS AND EMERGENCY MEASURES 

1. Each Party shall take appropriate measures to no~if y affected o_r potent_ially affected 
States, the Biosafety Clearing-House and , where appr?p~iat~, ~el~vant mte~nat~onal 
oro-anizations when it knows of an occurrence under its JUnsd1ct10n resultrng rn a release that 
le:ds or ma)' '1ead to an unintentional transboundary movement of a living modified organism ' ' 
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that is likely to have significant adverse effects on the conservation and sustainable use of 
biological diversity, taking also into account risks to human health in such States. The 
notification shall be provided as soon as the Party knows of the above situation. 

2. Each Party shall, no later than the date of entry into force of thi Protocol for it make 
available to the Bios_a~ety Cl~a:ing;-House the relevant details setting out its point of c~ntact for 
the purposes of rece1vmg notif1catwns under this Article. 

3. Any notification arising from paragraph 1 above, should include: 

(a) . Available_ relevant i~f?rmation on the estimated quantities and relevant 
charactenst1cs and/or traits of the hvmg modified organism; 

(b) Information on the circumstances and estimated date of the release and on the use 
of the living modified organism in the originating Party; ' 

(c) Any available information about the possible adverse effects on the conservation 
and sustainable use of biological diversity, taking also into account risks to human health, as well 
as available information about possible risk management measures; 

(d) Any other relevant information; and 

( e) A point of contact for further information. 

4. Jn order to minimize any significant adverse effects on the conservation and sustainable 
use of biological diversity, taking also into account risks to human health, each Party, under 
whose jurisdiction the release of the living modified organism referred to in paragraph 1 above, 
occurs, shall immediately consult the affected or potentially affected States to enable them to 
determine appropriate responses and initiate necessary action, including emergency measure . 

Article 18 

HANDLING, TRANSPORT, PACKAGING AND IDENTIFICATION 

1. In order to avoid adverse effects on the conservation and sustainable use of biological 
diversity, taking also into account risks to human health, each Party shall take necessary 
measures to require that living modified organisms that are ubject to intentional transboundary 
movement within the scope of this Protocol are handled, packaged and transported under 
conditions of safety, taking into consideration relevant international rules and standards. 

2. Each Party shall take measures to require that documentation accompanying: 

(a) Living modified organisms that are intended for direct use as food or feed, or for 
processing, clearly identifies that they "may contain" Jiving modified organi ms and are not 
intended for intentional introduction into the environment, as well as a contact point for further 
information. The Conference of the Parties serving as the meeting of the Parties to this Protocol 
shall take a decision on the detailed requirements for this purpose, including specification of their 
identity and any unique identification, no later than two years after the date of entry into force of 
this Protocol; 

(b) Living modified organisms th~t. are destine~ for contained use clearly ~dentifies 
them as Jiving modified organisms; and spec1f1_es any r~qmr_ement~ for the safe handlmg, storage, 
transport and use, the contact point for ~u~ther mf~r?1at1on, 1~cludmg the n_ame and address of the 
individual and institution to whom the hvmg mod1f1ed orgam ms are con 1gned; and 

(c) Living modified organisms that are _in_tended f_o: intentio~al intr?d~ction into the 
environment of the Party of import and any other hvmg mod1f1ed orgam ms w1thm the scope of 
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the Protoco~, clearly identifies _th~m as living modified organisms; pecifies the identity and 
relevant traits and/or c~aractenstics, any requirements for the safe handling, storage, transport 
~nd use, the contact pomt for fur~her inf rirmation and, as appropriate, the name and address of the 
importer and exporter; and contams a declaration that the movement is in conformity with the 
requirements of this Protocol applicable to the exporter. 

3. The Conference of the Parties serving as the meetino of the Parties to this Protocol shall 
consider the need for and modalities of developing standards with regard to identification, 
handling, packaging and transport practices, in consultation with other relevant international 
bodies. 

Article 19 

COMPETENT NATIONAL AUTHORITIES AND NATIONAL FOCAL POINTS 

1. Each Party shall designate one national focal point to be responsible on its behalf for 
liaison with the Secretariat. Each Party shall also designate one or more competent national 
authorities, which shall be responsible for performing the administrative functions required by 
this Protocol and which shall be authorized to act on its behalf with re pect to those functions. A 
Party may designate a single entity to fulfil the functions of both focal point and competent 
national authority. 

2. Each Party shall, no later than the date of entry into force of this Protocol for it, notify the 
Secretariat of the names and addresses of its focal point and its competent national authority or 
authorities. Where a Party designates more than one competent national authority, it shall convey 
to the Secretariat, with its notification thereof, relevant information on the respective 
responsibilities of those authorities. Where applicable, such information shall, at a minimum, 
specify which competent authority is responsible for which type of living modified organism. 
Each Party shall forthwith notify the Secretariat of any changes in the designation of its national 
focal point or in the name and address or responsibilities of its competent national authority or 
authorities. 

3. The Secretariat shall forthwith inform the Parties of the notifications it receives under 
paragraph 2 above, and shall also make such information available through the Biosafety 
rlP::iring-Hnuse. 

Article 20 

INFORMATION SHARING AND THE BJOSAFETY CLEARING-HOUSE 

1. A Biosafety Clearing-House is hereby established as part of the clearing-house 
mechanism under Article 18, paragraph 3, of the Convention, in order to: 

(a) Facilitate the exchange of scienti~i~, technic_al , environmental and legal 
information on, and experience with , living mod1f1ed orgam ms; and 

(b) Assist Parties to implement the Protocol , taking into ac~ount the speci~l needs of 
developing country Parties, in particular ~he _least d~v_eloped and mall I l~nd developmg States 
among them, and countries with economies rn transition as well as countnes that are centres of 
origin and centres of genetic diversity. 

2. The Biosafety Clearing-House shall serve as a means :hrough whic~ inform~tion is made 
available for the purposes of paragraph_ 1 above. It ~hall provide access to rnformat10n m_ade 
available by the Parties relevant _to the 1i:11plem~ntat1on ?f the Pr?tocol. It hall also P:ov1de 
access, where possible, to other rnternat1onal b1osaf ety mformat10n exchange mechamsms. 
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3. . Without p'.ejudice to the_ protection of confidential information, each Party shall make 
a~ailable to the J310safety Cleanng~House any information required to be made available to the 
B10safety Cleanng-House under this Protocol, and: 

(a)_ Any_ existin& laws, regulations and guidelines for implementation of the Protocol, 
as well as mformat10n required by the Parties for the advance informed agreement procedure; 

(b) Any bilateral, regional and multilateral agreements and arrangements; 

. (c) Summari~s of its risk assessments or environmental reviews of living modified 
orgamsms generated by its regulatory process, and carried out in accordance with Article 15 
inclu~ing, where app~opriate, r~l~vant info_rmati~n _regarding products thereof, namely, proc~ssed 
matenals that are of hvmg modified orgamsm ongm, containing detectable novel combinations 
of replicable genetic material obtained through the use of modern biotechnology; 

(d) Its final decisions regarding the importation or release of living n1odified 
organisms; and 

( e) Reports submitted by it pursuant to Article 33, including those on implementation 
of the advance informed agreement procedure. 

4. The modalities of the operation of the Biosafety Clearing-House, including reports on it 
activities, shall be considered and decided upon by the Conference of the Parties serving as the 
meeting of the Parties to this Protocol at its first meeting, and kept under review thereafter. 

ArticJe 21 

CONFIDENTIAL INFORMATION 

1. The Party of import shall permit the notifier to identify information submitted under the 
procedures of this Protocol or required by the Party of import as part of the advance informed 
agreement procedure of the Protocol that is to be treated as confidential. Justification shall be 
given in such cases upon request. 

2. The Party of import shall consult the notifier if it decides that information identified by 
the notifier as confidential does not qualify for such treatment and shall, prior to any disclosure, 
inform the notifier of its decision , providing reasons on request, as well as an opportunity for 
consultation and for an internal review of the decision prior to disclosure. 

3. Each Party shall protect confidential information received under this Protocol, including 
any confidential information received in the context of the advance informed agreement 
procedure of the Protocol. Each Party shall ensure that it has procedures to protect such 
information and shall protect the confidentiality of such information in a manner no less 
favourable than its treatment of confidential information in connection with domestically 
produced living modified organisms. 

4. The Party of import shall not use such information for a commercial purpose, except with 
the written consent of the notifier. 

5. If a notifier withdraws or has withdrawn a notification, the Party of import shall respect 
the confidentiality of commercial and industrial information, incl~d_ing ~esearch and ?evelopment 
information as well as information on which the Party and the not1f1er disagree as to its 
confidentiality. 

6. Without prejudice to paragraph 5 above, the following information shall not be 
considered confidential: 
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The name and address of the notifier· 
' 

A general description of tht living modified organism or organisms; 

( c) A summary of the risk assessment of the effects on the conservation and 
sustainable use of biological diversity , taking also into account risks to human health; and 

( d) Any methods and plans for emergency response. 

Article 22 

CAP A CITY-BUILDING 

1. The Parties shall cooperate in the development and/or strengthening of human resources 
and institutional capacities in biosafety, including biotechnology to the extent that it is required 
for biosafety, for the purpose of the effective implementation of this Protocol, in developing 
country Parties, in particular the least developed and small island developing States among them, 
and in Parties with economies in transition, including through existing global, regional , 
subregional and national institutions and organizations and, as appropriate, through facilitating 
private sector involvement. 

2. For the purposes of implementing paragraph 1 above, in relation to cooperation, the needs 
of developing country Parties, in particular the least developed and small island developing 
States among them, for financial resources and access to and transfer of technology and know-
how in accordance with the relevant provisions of the Convention, shall be taken fully into 
account for capacity-building in biosafety. Cooperation in capacity-building shall, subject to the 
different situation, capabilities and requirements of each Party, include scientific and technical 
training in the proper and safe management of biotechnology , and in the use of risk assessment 
and risk management for biosafety, and the enhancement of technological and institutional 
capacities in biosafety. The needs of Parties with economies in transition hall also be taken 
fully into account for such capacity-building in biosafety. 

Article 23 

PUBLIC A\VARENESS AND PARTICIPATION 

1. The Parties shall: 

(a) Promote and facilitate pu?lic awa!~ness, edu.catio!1 and P.articipation concer~ing 
the safe transfer, handling and use of livrng mod1f1ed orgamsms rn relatwn to the conservation 
and sustainable use of biological diversity , taking also into account risks to human health. Jn 
doing so, the Parties shall cooperate, as appropriate, with other States and international bodies; 

(b) Endeavour to ensure t~at pu.blic ~~ar~ness and educat!on e~compass access to 
information on living modified orgamsms 1dent1f1ed rn accordance with this Protocol that may be 
imported. 

2. The Parties shall, in accordance with their respective law and regulations, con ult the 
public in the decision-making process regardi.ng liv!ng modifi.ed orga~isms. an? hall ~ake. the 
results of such decisions available to the pubhc, while respectrng confidential rnformatwn rn 
accordance with Article 21. 

3. Each Party shall endeavour to inform its public about the mean of public access to the 
Biosafety Clearing-House. 



77 

Article 24 

NON-PARTIES 

1. Transboundary movements of living modified organisms between Parties and non-Parties 
sha!l be consisten~ with the objective of this Protocol. The Parties may enter into bilateral , 
regional and multilateral agreements and arrangements with non-Parties regarding such 
transboundary movements. 

2. The Parties shall encourage non-Parties to adhere to this Protocol and to contribute 
~ppropriate i~formation to the Biosafety Clearing-House on living modified organisms released 
m, or moved mto or out of, areas within their national jurisdictions. 

Article 25 

ILLEGAL TP~~J\.JSBOUNDAJ<Y MOVEMENTS 

1. Each Party shall adopt appropriate domestic measures aimed at preventing and, if 
appropriate, penalizing transboundary movements of living modified organi m carried out in 
contravention of its domestic measures to implement this Protocol. Such movements shall be 
deemed illegal transboundary movements. 

2. In the case of an illegal transboundary movement, the affected Party may request the 
Party of origin to dispose, at its own expense, of the living modified organism in question by 
repatriation or destruction, as appropriate. 

3. Each Party shall make available to the Biosafety Clearing-Hou e information concerning 
cases of illegal transboundary movements pertaining to it. 

Article 26 

SOCIO-ECONOMIC CONSlDERA TI ONS 

1. The Parties, in reaching a decision on import under this Protocol or under its dome tic 
measures implementing the Protocol , may take into account, consistent with their international 
obligations, socio-economic considerations arising from the impact of living modified organi m 
on the conservation and sustainable use of biological diversity , e pecially with regard to the 
value of biological diversity to indigenous and local communities. 

2. The Parties are encouraged to cooperate on research and information exchange on any 
socio-economic impacts of Jiving modified organisms, especially on indigenous and local 
communities. 

Article 27 

LIABILITY AND REDRESS 

The Conference of the Parties serving as the meeting of the Partie to this Protocol shall, 
at its first meeting, adopt a process with respect to the appropriate elabora_tion of international 
rules and procedures in the field of liability and r~dress for ~arnage resultmg from trans~oundary 
movements of Jiving modified organisms, analysmg and takmg due account of the ~rngomg 
processes in international Jaw on these matters, and shall endeavour to complete this process 
within four years. 
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Article 28 

FINANCIAL MEC-IANISM AND RESOURCES 

1. In considering financial resources for the implementation of this Protocol , the Parties 
shall take into account the provisions of Article 20 of the Convention. 

~- . _The financial mechanism ~stablished in Article 21 of the Convention shall, through the 
mst1tut10nal structure entrusted with its operation, be the financial mechanism for this Protocol. 

3. Regarding the capacity-building referred to in Article 22 of this Protocol the Conference 
of the Parties serving as the meeting of the Parties to this Protocol, in providing guidance with 
respect to the financial mechanism referred to in paragraph 2 above, for consideration by the 
Conference of the Parties, shall take into account the need for financial resources by developing 
country Parties, in particular the least developed and the small island developing States among 
them. 

4. In the context of paragraph 1 above, the Parties shall also take into account the needs of 
the developing country Parties, in particular the least developed and the small island developing 
States among them, and of the Parties with economies in transition, in their efforts to identify and 
implement their capacity-building requirements for the purposes of the implementation of this 
Protocol . 

5. The guidance to the financial mechanism of the Convention in relevant decisions of the 
Conference of the Parties, including those agreed before the adoption of this Protocol, shall 
apply, mutatis mutandis, to the provisions of thi Article. 

6. The developed country Parties may also provide, and the developing country Parties and 
the Parties with economies in transition avail themselves of, financial and technological 
resources for the implementation of the provisions of this Protocol through bilateral , regional and 
multilateral channels. 

Article 29 

CONFERENCE OF THE PARTIES SERVING AS THE MEETI G OF THE 
PARTIES TO THIS PROTOCOL 

1. The Conference of the Parties shall serve as the meeting of the Partie to this Protocol. 

2. Parties to the Convention that are not Parties to this Protocol may participate as observer 
in the proceedings of any meeting of the Conference of t~e Parties serving as t~e meeting of ~he 
Parties to this Protocol. When the Conference of the Parties serves as the meetmg of the Part1e 
to this Protocol, decisions under this Protocol shall be taken only by tho e that are Parties to it. 

3. When the Conference of the Parties serves as the meeting of the Parties to this Protocol , 
any member of the bureau of the Conference ?f the Parties representin~ a Party to the 
Convention but, at that time, not a Party to this Protocol , shall be sub t1tuted by a member to be 
elected by and from among the Parties to this Protocol. 

4. The Conference of the Parties serving as the meeting of the Parties to this Protocol shall 
keep under regular review the implementatio~ of this ~rot_ocol and sha_JJ make, within its 
mandate, the decisions necessary to promote its effective 1mplementat10n. It hall perform the 
functions assigned to it by this Protocol and shall: 

(a) 
Protocol; 

Make recommendations on any matters necessary for the implementation of this 
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. (b) Establish such subsidiary bodies as are deemed necessary for the implementation 
of this Protocol; 

. ( ~) S~ek and utilize, whei:e appropriate, the services and cooperation of, and 
mformat1on provided by, competent mternatJonal organizations and interoovernmental and non-
governmental bodies; c 

. ( d). Establish th~ form and the intervals for transmitting the information to be 
submitted m accordance with Article 33 of this Protocol and consider such information as well as 
reports submitted by any subsidiary body; 

( e) Consider and adopt, as required, amendments to this Protocol and its annexes as 
well as any additional annexes to this Protocol , that are deemed necessary for the implement;tion 
of this Protocol; and 

(f) 
Protocol. 

Exercise such other functions as may be required for the implementation of this 

5. The rules of procedure of the Conference of the Parties and financial rules of the 
Convention shall be applied , mutatis mutandis, under this Protocol , except as may be otherwi e 
decided by consensus by the Conference of the Parties serving as the meeting of the Parties to 
this Protocol. 

6. The first meeting of the Conference of the Parties serving as the meeting of the Partie to 
this Protocol shall be convened by the Secretariat in conjunction with the fir t meeting of the 
Conference of the Parties that is scheduled after the date of the entry into force of this Protocol. 
Subsequent ordinary meetings of the Conference of the Parties serving as the meeting of the 
Parties to this Protocol shall be held in conjunction with ordinary meetings of the Conference of 
the Parties, unless otherwise decided by the Conference of the Parties serving as the meeting of 
the Parties to this Protocol. 

7. Extraordinary meetings of the Conference of the Parties serving as the meeting of the 
Parties to this Protocol shall be held at such other times as may be deemed necessary by the 
Conference of the Parties serving as the meeting of the Parties to this Protocol , or at the written 
request of any Party, provided that, within six months of the request being communicated to the 
Parties by the Secretariat, it is supported by at least one third of the Parties. 

8. The United Nations, its specialized agencies and the International Atomic Energy 
Agency, as well as any State member thereof or observers thereto not party to the Convention, 
may be represented as observers at meetings of the Conference of the Parties erving as the 
meeting of the Parties to this Protocol. Any body or agency, whether national or international , 
governmental or non-governmental , that is qualified in matters covered by this Protocol and that 
has informed the Secretariat of its wish to be represented at a meeting of the Conference of the 
Parties serving as a meetino of the Parties to this Protocol as an observer, may be so admitted , 
unless at least one third of fhe Parties present object. Except as othe1 i e prnvided in this Article, 
the admission and participation of observers hall be subject to the rules of procedure, as referred 
to in paragraph 5 above. 

Article 30 

SUBSIDIARY BODIES 

1. Any subsidiary body established by o: under the Co~ventio~ may , upon a decision by the 
Conference of the Parties serving as the meetmg of the Parties to this Protocol , serve the 
Protocol, in which case the meeting of the Parties shall specify which functions that body shall 
exercise. 
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?· Parties_ to the Conventi?n that are not Parties to this Protocol may participate as observer 
111 the pr?ceedrngs of any m~e~mg of any such subsidiary bodies. When a ub idiary body of the 
Convent10n serves as a subsidiary body to this Protocol , decision under the Protocol shall be 
taken only by the Parties to the Protocol. 

3. Y/hen _a subsidiary body of the Convention exercises its functions with regard to matters 
concermng thi~ Protocol , any ~ember of the bureau of that subsidiary body repre enting a Party 
to the Convent10n but, at that time, not a Party to the Protocol , shall be sub tituted by a member 
to be elected by and from among the Parties to the Protocol. 

Article 31 

SECRETARIAT 

l. The Secretariat established by Article 24 of the Convention hall serve as the secretariat 
to this Protocol. 

2. Article 24, paragraph 1, of the Convention on the functions of the Secretariat shall apply, 
mutatis mutandis, to this Protocol. 

3. To the extent that they are distinct, the costs of the secretariat service for this Protocol 
shall be met by the Parties hereto. The Conference of the Parties serving a the meeting of the 
Parties to this Protocol shall, at its first meeting, decide on the neces ary budgetary arrangements 
to this end. 

Article 32 

RELATIONSHIP WITH THE CONVE TJON 

Except as otheiwise provided in this Protocol , the provision of the Convention relating 
to its protocols shall apply to this Protocol. 

Article 33 

MONITORING AND REPORTI TG 

Each Party shall monitor the implementation of its obliga_tions u~der thi Proto~ol , and 
shall at intervals to be determined by the Conference of the Parties servmg a the meetmg of the 
Parti~s to this Protocol , report to the Conference of the Parties serving a the meeting of the 
Parties to this Protocol on measures that it has taken to implement the Protocol. 

Article 34 

COMPLIANCE 

The Conference of the Parties serving as the meeting of the Parties to this Protocol shall, 
at its first meeting, consider and approve cooperative procedures and in titutional mechaniS!flS to 
promote compliance v,,ith the provisions of this Proto~~! and to address _ea e of ~on-compliance. 
These procedures and mechanisms shall include_ prov1s1o~s t? offer advi~e or assistance, where 
appropriate. They shall be separate from , and "".ithout preJud1ce to, th~ dispute ettlement 
procedures and mechanisms established by Article 27 of the Convention. 
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Article 35 

ASSESSMSNT AND REVIEW 

The ~onference of the Parties serving as the meeting of the Parties to this Protocol shall 
undertake, five years after the entry into force of this Protocol and at least every five years 
thereafter, an evaluation of the effectiveness of the Protocol, including an assessment of its 
procedures and annexes. 

Article 36 

SIGNATURE 

This Protocol shall be open for signature at the United Nations Office at Nairobi by States 
and regional economic integration organizations from 15 to 26 May 2000, and at United Nations 
Headquarters in New York from 5 June 2000 to 4 June 2001. 

Article 37 

ENTRY INTO FORCE 

1. This Protocol shall enter into force on the ninetieth day after the date of deposit of the 
fiftieth instrument of ratification, acceptance, approval or accession by States or regional 
economic integration organizations that are Parties to the Convention. 

2. This Protocol shall enter into force for a State or regional economic integration 
organization that ratifies, accepts or approves this Protocol or accedes thereto after its entry into 
force pursuant to paragraph 1 above, on the ninetieth day after the date on which that State or 
regional economic integration organization deposits its instrument of ratification, acceptance, 
approval or accession, or on the date on which the Convention enters into force for that State or 
regional economic integration organization, whichever shall be the later. 

3. For the purposes of paragraphs 1 and 2 above, any instrument depo ited by a regional 
economic integration organization shall not be counted as additional to those deposited by 
member States of such organization. 

Article 38 

RESERVATIONS 

No reservations may be made to this Protocol. 

Article 39 

WITHDRAWAL 

1. At any time after two years from the date on which t?i~ Prot~col has ~~ter~d into force 
for a Party, that Party may withdraw from the Protocol by giving wntten not1f1cat1on to the 
Depositary. 

2. Arly such withdrawal shall take place upon expi_rr of_ one year _a(ter _the date of i_ts receipt 
by the Depositary, or on such later date as may be spec1f1ed m the not1f1cat1on of the withdrawal. 
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Article 40 

AUTHENTIC TEXTS 
The original of this Protocol, of which the Arabic, Chinese, English, French, Russian and 

Spanish texts are equally authentic, shall be deposited with the Secretary-General of the United 
Nations. 

IN WITNESS WHEREOF the undersigned, being duly authorized to that effect, have signed this 
Protocol. 

DONE at Montreal on this twenty-ninth day of January, two thousand . 
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Annex I 

INFORMATION REQUIRED IN NOTI~ICATJONS UNDER ARTICLES 8 10 AND 13 
' 

(a) Name, address and contact details of the exporter. 

(b) Name, address and contact details of the importer. 

.. (c)_ _Name and ide~tity of the living modified organism, as well as the domestic 
class1f1cat10n, if any, of the b10safety level of the living modified organi m in the State of export. 

( d) Intended date or dates of the transboundary movement, if known. 

(e) Taxonomic status, common name, point of collection or acquisition, and 
characteristics of recipient organism or parental organisms related to biosafety . 

. (f) Centres of origin and centres of genetic diversity , if known, of the recipient 
orgamsm and/or the parental organisms and a de cription of the habitats where the organisms 
may persist or proliferate. 

(g) Taxonomic status, common name, point of collection or acquisition, and 
characteristics of the donor organism or organisms related to biosafety. 

(h) Description of the nucleic acid or the modification introduced, the technique 
used, and the resulting characteristics of the living modified organism. 

(i) Intended use of the Jiving modified organism or products thereof, namely, 
processed materials that are of living modified organism origin, containing detectable novel 
combinations of replicable genetic material obtained through the use of modern biotechnology. 

(j) Quantity or volume of the Jiving modified organism to be transferred . 

(k) A previous and existing risk assessment report consistent with Annex III. 

(J) Suggested methods for the safe handling, storage, transport and u e, including 
packaging, labelling, documentation, disposal and contingency procedure , where appropriate. 

(m) Regulatory status of the Jiving modified organism within the State of_export (for 
example, whether it is prohibited in the State of export , whether there are other re tnct10ns, or 
whether it has been approved for general release) and, if the Jiving modified organism is banned 
in the State of export, the reason or reasons for the ban. 

(n) Result and purpose of any notification by the exporter to other State regarding 
the living modified organism to be transferred . 

( o) A declaration that the above-mentioned information is factually correct. 
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Annex II 

I FORMATIO REQUIRED CO CER l JG LIVI JG 10DlFlED ORGANI M 
I TE DED FOR DIRECT USE AS FOOD OR FEED, OR FOR PROCE G 

UNDER ARTICLE 11 

(a) The name and contact detail of the applicant for a deci.ion for dome, tic u. e. 

(b) The name and contact detail of the authority respon ible forth de ision. 

(c) Name and identity of the living modified organi m. 

(d) Description of the gene modification , the technique u ed, and the re ulting 
characteristics of the living modified organism. 

(e) Any unique identification of the living modified organi m. 

(f) Taxonomic status, common name, point of collection or acquisiti n, and 
characteristics of recipient organism or parental organi ms related to bio afety. 

(g) Centres of origin and centres of genetic diver ity , if known, of the recipient 
organism and/or the parental organisms and a description of the habitat where the organi m 
may persist or proliferate. 

(h) Taxonomic status, common name, point of collection or acqui ition, and 
characteristics of the donor organism or organisms related to biosafety. 

(i) Approved uses of the living modified organism. 

(j) A risk assessment report consistent with Annex lll. 

(k) Suggested methods for the safe handling, storage, transport and u e, includi_ng 
packaging, labelling, documentation, disposal and contingency procedures, where appropnate. 
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Annex IJI 

RJSK ASSESSMENT 

Objective 

1. . The objective of risk assessment, under this Protocol, is to identify and evaluate the 
potential adverse effects of living modified organisms on the conservation and sustainable use of 
biological diversity in the likely potential receiving environment, taking also into account risk to 
human health. 

Use of risk assessment 

2. Risk assessment is, inter alia, used by competent authorities to make informed decision 
regarding living modified organisms. 

General principles 

3. Risk assessment should be carried out in a scientifically sound and transparent manner, 
and can take into account expert advice of, and guidelines developed by, relevant international 
organizations. 

4. Lack of scientific knowledge or scientific consensus should not neces arily be interpreted 
as indicating a particular level of risk, an absence of risk, or an acceptable risk. 

5. Risks associated with living modified organisms or products thereof, namely, processed 
materials that are of living modified organism origin, containing detectable novel combinations 
of replicable genetic material obtained through the use of modern biotechnology, should be 
considered in the context of the risks posed by the non-modified recipients or parental organisms 
in the likely potential receiving environment. 

6. Risk assessment should be carried out on a case-by-case basis. The required information 
may vary in nature and level of detail from case to case, depending on the living modified 
organism concerned, its intended use and the likely potential receiving environment. 

Methodology 

7. The process of risk assessment may on the one hand give rise to a need for further 
information about specific subjects, which may be identified and requested during the assessment 
process, while on the other hand information on other subjects may not be relevant in some 
instances. 

8. To fulfil its objective, risk assessment entails, a appropriate, the following teps: 

(a) An identification of any novel genotypic and phenotyp_ic ch~ract~risti~s a~sociated 
with the living modified organism that mar have a~verse effects ~rn b1olog1cal d1vers1ty rn the 
likely potential receiving environment , takmg also mto account n ks to human health; 

(b) An evaluation of the likelihood_of these ad~erse ef(e~ts bein_g realized , takint?, i_nto 
account the level and kind of exposure of the likely potentrnl rece1vrng environment to the livmg 
modified organism; 

(c) An evaluation of the consequences should these adverse effects be realized; 

( d) An estimation of the overall risk po ed by_ the Ij~ing modified organis:11 ba e~ on 
the evaluation of the likelihood and consequences of the 1dent1f1ed adver e effect bemg realized; 
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. . (e) A recommen~ation as to whether or not the risks are acceptable or manageable, 
mcludmg, where necessary, identification of strategies to manage these risks; and 

_(f) Wh~re there_ is uncertainty regarding the level of risk , it may be addressed by 
r~questmg further mfom:at1on on the specific issues of concern or by implementing appropriate 
nsk_ management strategies and/or monitoring the living modified organism in the receiving 
envuonment. 

Points to consider 

9. Depending on the case, risk assessment takes into account the relevant technical and 
scientific details regarding the characteristics of the following subjects: 

(a) Recipient organism or parental organisms. The biological characteristics of the 
recipient organism or parental organisms, including information on taxonomic status, common 
name, origin, centres of origin and centres of genetic diversity , if known , and a description of the 
habitat where the organisms may persist or proliferate; 

(b) Donor organism or organisms. Taxonomic status and common name, source, and 
the relevant biological characteristics of the donor organisms; 

(c) Vector. Characteristics of the vector, including its identity, if any , and it source 
or origin, and its host range; 

( d) Insert or inserts and/or characteristic of modification . Genetic characteristics of 
the inserted nucleic acid and the function it specifies, and/or characteristics of the modification 
introduced; 

(e) Living modified organism. Identity of the living modified organism, and the 
differences between the biological characteristics of the Jiving modified organism and those of 
the recipient organism or parental organisms; 

(f) Detection and identification of the living modified organism. Suggested detection 
and identification methods and their specificity, sensitivity and reliability; 

(g) Information relating to the intended u e. Information relating to the _in.tended use 
of the Jiving modified organism, including nev,1 or changed use compared to the rec1p1ent 
organism or parental organisms; and 

(h) Receiving environment. Infor~ation o_n the lo~atio~, geo~rap~ical , climatic and 
ecoloaical characteristics, including relevant mformat1on on b1olog1cal d1vers1ty and centres of 

b . . . . 
origin of the likely potential rece1vmg environment. 
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