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THE CARTAGENA PROTOCOL ON BIOSAFETY:

AN ANALYSIS

Howard Mann

ASAEN Workshop on International Trade in ASEAN Agricultural and Forest Products and Measures to Align Trade and Environment, June 1, 2000

1.  Introduction:  Lead up to the Biosafety Protocol

The negotiation of a protocol on biosafety to the Convention on Biological Diversity was foreseen in Article 19(3) of that Convention, and initiated by Decision II/5 of the Conference of the Parties.  Two distinct strands began to emerge almost as soon as debate on the protocol began to take shape.  These are:

· environmental and human health protection, especially in the context of the preservation of biodiversity and social aspects related to biodiversity; and 

· the right of market access for the products of biotechnology.

At its roots, therefore, the debate over biotechnology has provided a microcosm of the broader debate on trade and environment issues.

Environmental concerns relating to biotechnology, including but not limited to the conservation of biodiversity, were just emerging in 1992, when the Convention was being completed.  This largely unknown field was tailor made for concerns about its impacts to take hold.  Specific incidents in the 1990s of diseases spread by foods, most notably in Europe, contributed to the general distrust of food regulators, as well as of developers of new foods and related products.  Uncertainty over the ability to contain modified crops from contaminating other crops once they are released into the environment, and industry determination not to require the segregation of these products, led to further concerns.  The ability of environmental groups to generate significant media attention around these issues led to a growing consumer movement against the consumption of genetically modified foods.  

In developing countries, concern for genetically modified crops overwhelming native crops and local farming traditions emerged as a significant issue during the final stages of negotiation of the Biodiversity Convention.  For many governments and interest groups, the concerns over genetically modified (GMO) crops and foods was also closely tied to intellectual property rights, farmers rights and traditional knowledge issues that are raised by the Biodiversity Convention, the World Trade Organization (WTO) Agreement on Trade Related Intellectual Property Rights, and other agreements associated with this area.

By the late 1990’s, the health and environmental concerns began to generate additional momentum with a newly invigorated “right to know” campaign in many countries, both developed and developing.  This campaign focused on the need to label genetically modified products so that consumers would be able to exercise a right of informed choice.  Industry opposition to this campaign acted to increase the concern that the biotechnology sector was a sector with something to hide.

The combination of these factors, in Europe initially, and subsequently to a greater or lesser degree in most OECD countries and several developing countries, created serious market access concerns for the GMO industry by the mid-1990’s.  Market access restrictions were taking on two separate dimensions: legal constraints imposed by governments and consumers demands responding to concerns over the safety of genetically modified organisms, especially food and food crops.  In Europe, several countries moved to ban the planting of GMO crops, and to require labeling of GMO foods.  The ability of civil society interest groups to gain support of major European grocery stores in the labeling campaign was a significant sign of a public shift towards the possible rejection of GMO products. By 1998-1999, countries from all regions were pursuing labeling and other regulatory initiatives.  Major GMO producer countries quickly opposed such moves, while environmentalists and other civil society groups were invigorated to move the debate forward.

These two strands of environmental protection and market access were also seen in what was to become competing choices of forum to negotiate on this issue. The Biodiversity Convention was clearly identified as the appropriate forum in 1992. However, increasing concern within the industry and in producer countries from 1992-1999 led to increasing tensions within that forum.  This process was augmented by calls from some states for the Biosafety Protocol to expressly recognize the supremacy of the World Trade Organization (WTO) agreements in the event of any conflicts, an approach clearly designed to make market access rules the dominant feature of the regime. With the lack of agreement on a Protocol at the intended final negotiating session in Cartagena, Venezuela, some members of the so-called Miami group of countries, (see below) moved to have biosafety issues addressed in the new Millennium Round of negotiations the WTO intended to start at its meeting in Seattle in December, 1999.  This led to significant concern for most developing countries and for those more concerned with the regulation of the environmental and social aspects of biotechnology as opposed to the market access issues.  While support for this proposal was always minimal, the collapse of the Seattle meeting left producer states and the industry with but two options: face continuing unilateral measures or seek an international agreement that would provide a common framework for market access and environmental protection.

Paradoxically, it was a WTO case that provided added support for states being able to undertake these unilateral measures while remaining consistent with trade law in the event of the potential failure of the Biosafety negotiations.  In the famous (or infamous) Shrimp-Turtle decision of 1998, the Appellate Body indicated that a failure of good faith negotiations at the international level could provide support for unilateral measures to be taken, as international alternatives would have failed.  This decision therefore reduced the previous certainty many producers may have had of being able to use trade law to maintain open markets.

The stage was thus set for the final effort to negotiate a Biosafety Protocol, in Montréal in January, 2000.  As at Cartagena, several different negotiating camps could be seen in Montréal.
  

The Miami Group (Canada, United States, Argentina, Uruguay, Chile and Australia) represented the major exporters of GMO seeds and crops, and the developed countries among them have some of the world’s most advanced biotechnology industries.  The group’s interest was to enable free trade of GMO products without burdensome bureaucratic approval procedures, and without allowing room for protectionist trade barriers masquerading as environmental protection.

The Like-Minded Group emerged from the G-77/China to distinguish itself from the three developing countries in the Miami Group.  The largest negotiating group (measured by the number of countries, population and biodiversity), the Like-Minded Group included countries with no domestic regulatory structures, legislation or biotechnology industries as well as those with fairly developed systems.  They supported a strong Protocol, in light of the unknown effects of GMO’s on the environment and human health, and given the need to protect countries without adequate regulatory or institutional capacity.

The EU negotiated as a common bloc throughout the Biosafety negotiations.  Given public outrage over its own food safety scandals, the EU strove for a strong Protocol including coverage of risks to human health. EU ministers were under intense pressure and scrutiny from the public and the press on this issue.

The Compromise Group (Japan, New Zealand, Mexico, Norway, Singapore, South Korea and Switzerland) originated during the final days of the negotiations with the specific intent to bridge the major gaps between the other negotiating groups by developing compromise positions and alternative formulations.  The Group did have joint positions supporting a comprehensive scope and the precautionary principle, although they acknowledged internal differences on other issues.  While their positions influenced the overall balance of interests on the key issues, the group’s contribution to the negotiation dynamics was important in and of itself.  The group’s inclusion of countries with high levels of biodiversity as well as those with advanced biotech industries provided additional support for addressing the range of concerns of developed and developing countries.

Also emerging as a separate negotiating bloc during the final days was the CEE, the Central and Eastern European bloc.  These countries generally reflected a middle-of-the-road position, though with general support for a broad scope of coverage and a clear recognition of the Precautionary Principle.

Given these divisions, many of which had appeared cast in stone at Cartagena, it was a great surprise to many when the negotiations in Montréal concluded with a completed text in hand.  Environmentalists were perhaps more surprised than anyone, not least because many saw the completed text as an occasion in which environmental issues had at least achieved an equal footing with trade issues, if not prevailed.
  Whether some of this initial surprise may wane as the details become better understood, or as steps to implement the Protocol are taken, remains to be seen.

In the sections that follow, the objective of the Protocol, as defined by the Convention itself, is considered from the perspective of the market access and environmental protection dynamics that split the negotiating process.  Subsequently, the key elements of the Protocol are described in section 3. The balance established between environmental protection and market access will be considered as that analysis progresses.  Section 4 provides, in brief, a discussion of the legal relationships between the Protocol and the WTO Agreements, a critical issue during the Protocol negotiations.  This section includes a brief comparison of the Protocol provisions to the existing WTO law that would be applicable in the absence of the Protocol.  The potential impacts of the Protocol on ASEAN agriculture and other areas where biotechnology is relevant is then considered in the closing section of this paper.

2.   The Objective of the Protocol 

The Cartagena Protocol can be summarized as an agreement that supports trade in biotechnology products while at the same time seeking to ensure that such trade is environmentally safe.  A basic starting point of the Protocol is market access for producers, subject to ensuring the GMO’s are environmentally safe.  The Protocol does not prohibit trade in GMOs, and requires measures taken to protect the environment to be the least trade restrictive necessary for this purpose.  Environmental safety under the protocol is to be determined based on a scientific process in combination with the application of the precautionary principle.  The “Objective” provision of the Protocol can be understood from this starting point. Article 1 reads: 

“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 using of living modified organisms resulting from modern biotechnology that may have adverse effects on the conservation and sustainable use of biological diversity, taking into account risks to human health, and specifically focusing on transboundary movements.” (italics added)

The highlighted sections indicate the objective of providing support for the transboundary movements of GMO’s by establishing a common framework for considering the environmental and human health issues that are raised.  This is further illustrated in, for example, the provisions of the Agreement that require environmental protection measures taken under the Protocol to be the least trade restrictive measures available. (See section 3.6 below, on decision-making parameters under the protocol.) 

The balance between market access and environmental protection in the Protocol is also seen through a quick comparison to the Basel Convention on transboundary movements of hazardous wastes.  The Basel Convention follows a structure more associated with international environmental agreements.  It clearly states the right of all Parties to ban imports of hazardous wastes.
  In addition, it creates a specific hierarchy of environmental management options for hazardous wastes, supporting national waste reduction programs and the proximity principle of waste management as preferences to trade in wastes.  Neither of these types of provisions are found in the Cartagena Protocol.

At the same time, the environmental protection provisions of the Protocol are undoubtedly the most advanced ever included in an agreement that addresses market access issues based on trade law principles or approaches.  As but one example, they give specific guidance and scope to the application of the Precautionary Principle.  Of critical importance for most ASEAN and other developing countries, they are significantly more sensitive to the capacity building requirements of states in order to be able to achieve appropriate levels of protection.

Whether the Protocol reflects an environmental agreement with very strong trade-oriented provisions included, or a trade agreement with very strong environmental provisions included is perhaps a matter of perspective.  More accurately, it may be a matter of time to make such an assessment, until the next implementing measures are taken and the regime is more fully understood.  What is certain, however, is that by using specific WTO language and market access principles in the text of the Protocol, combined with specific international environmental law principles, the negotiators have established a more specific interaction of environmental protection and market access to underlie the Protocol than seen previously.

3.  The Biosafety Protocol: Key Elements

The Biosafety Protocol includes a number of key elements. The elements discussed in this paper are those that are most closely related to the two issues of market access and environmental or human health protection.  Other provisions of the Protocol, for example those relating to the management of the Protocol, the secretariat, and so on, are important elements but are not discussed here. The features discussed below are:

· Scope of coverage: commodities (food, feed, processing) v. living GMOs released into environment

· Precautionary principle/science

· Requirement for advanced informed agreement: The trigger point

· Requirement for assessment and contents of assessment

· Responsibility for conducting an assessment

· Decision-making parameters: least trade restrictive provisions

· Ongoing assessment options and responsibilities

· Labeling

· Capacity building

· Liability

3.1
Scope of coverage: commodities (food, feed, processing) v. living GMOs released into environment

Whether all GMO’s and products of GMO’s should be covered by the Protocol was a serious issue for debate right up to the Montréal meeting.  The result is the inclusion of all GMO’s and most GMO products, but under different regimes.  

The exceptions from coverage can be noted first.  These are GMO’s constituting pharmaceutical products covered by other relevant international agreements or organizations, and GMO’s being traded but for specially contained use where no release is physically possible.  GMO’s simply in transit between two states are not covered to the extent of the transit through a third state.

The main issues in the negotiation relating to scope were coverage of living organisms to be released into the environment, for example crops or fish that are genetically modified; and coverage of the products of such GMO’s that might still create an impact on other organisms, such as food, feed and GMOs used in the food processing industry.  It is here that the convention provides for two distinct regimes, with different burdens on different players.

For GMO’s released into the environment in living form, the full advanced informed agreement (AIA) process applies.  As described below (S. 3.3), this places the burden on the exporting party or on the actual exporter to notify the country of import prior to any shipment, and to receive their consent to the import.  For GMO’s used as food, feed or for processing, the burden lies on any Party to put in place a domestic regime applicable to any (first) use, and inform the other Parties that this regime will also be applicable to imported products.  This difference is seen primarily in the operation of Articles 7-10 and 11 of the Protocol.  The critical difference is that the initial responsibility falls on the exporter of exporting person for living organisms released into the environment, and on the importing country to take prior action for food, feed and processing products being imported.  Once this latter responsibility is met, however, importing states can control imported GMO products for food, feed and processing.

3.2
Precautionary principle/science

A second major point of debate was the relationship between the precautionary principle and the role of science.  The Precautionary Principle is defined for purposes of this Protocol by Principle 15 of the 1992 Rio Declaration on Environment and Development.  There are at least five occasions in the Protocol where the Precautionary Principle is seen:

· The preamble, where Principle 15 of the Rio Declaration is specifically noted;

· The text of Article 1, citing the objective of the Protocol to act in accordance with the Principle;

· Article 10(6) on decision making under the AIA process;

· Article 11(8) on decision making under the process for food, feed and processing products; and

· In Annex III, art. 4, on the conduct of a risk assessment

These specific instances indicate a significant scope for application of the Precautionary Principle, including for permanent regulations and conditions on imports to be applied by importing states. However, the key operational provisions noted above, Articles  10(6) and 11(8) speak of the lack of scientific information about the “extent” of a risk.  This suggests that there must be at least some scientific basis that supports the existence of a risk.  Reliance on the Precautionary Principle itself is not sufficient to establish the existence of a risk.  This view is consistent with the role of science and science-based risk assessment established by the Protocol as a whole. When there is such a basis to establish the existence of a risk, the Precautionary Principle does become relevant to either avoid or minimize that risk.  As a result, there is a basis under the Protocol’s provisions on the Precautionary Principle to apply measures aimed at complete risk avoidance.

The specific text in the Protocol on the Precautionary Principle makes it clear that the principle is given a broader role in determining appropriate control measures under the Protocol than is found in Agreements under the WTO.  In particular, the Agreement on Sanitary and Phytosanitary Measures (known as the SPS Agreement), as interpreted by recent cases, suggests the application is limited largely to temporary measures to protect human, animal or plant health, and has a much more constrained application to measures intended to be permanent.
  This is not the case for the Protocol, and is one reason why the Protocol was welcomed by many environmental movements.

3.3
Requirement for advanced informed agreement

The advanced informed agreement approach to the trade in GMO’s to be released into the environment is similar to the prior informed consent process in the Basel Convention and the AIA processes in the Rotterdam Convention on the trade in dangerous chemicals.  The underlying principle is the legal responsibility on the exporter of exporting party to seek informed approval from the importing party prior to any trade taking place. 

The requirement for notification by the exporter is the key trigger for this process, and sets in motion the subsequent requirements for an acknowledgment of receipt of the notification, for a risk assessment, and for a decision on entry by the importing jurisdiction.  The AIA process in the Protocol includes specific timelines for these activities to take place, while allowing for the importing jurisdiction to extend the time when necessary.  The process leads to one of several decisions on whether the import is permitted, permitted with conditions, or prohibited.  There is also an opportunity to put in place a process for seeking further information while taking a provisional decision.

As noted in section 3.1, the AIA process applies by direct operation of the Protocol to all prospective movements of GMO’s for release into the environment.  It may also be applied by virtue of domestic legislation made known by any Party with such legislation to the Biosafety Clearing House (to be established under the Protocol), or by a specific declaration of a Party under Article 11(6) for GMO’s to be used for food, feed or processing.

3.4
Requirement for assessment and contents of assessment

While notification by the exporter is the trigger for the AIA process, the conduct of a science-based risk assessment is the central requirement after a notification and prior to decision-making by the country of import.  This requirement is found in Article 15(2) of the Protocol.  A risk assessment is to be carried out in a scientifically sound manner taking into account recognized international techniques.  The process set out in Annex III of the Protocol provides significant guidance in this regard.

Importantly, a risk assessment “should”, under the terms of Annex III, Art. 6, be carried out for each notification.  The Protocol itself suggests, however, that this “should” is really a “shall”.  This arises from the requirement that each decision under Art. 10 (or Art. 11) be based on a risk assessment.
  Unless the parameters of an assessment are such as to encompass more than one factual situation, a previous assessment is not likely to be sufficient.  This would also be consistent with the interpretations of the risk assessment requirements under the SPS Agreement, which recent cases have indicated requires more than a generic assessment and must be specific to each regulatory measure.

In response to this requirement, the Protocol allows parties that may import a GMO to shift the responsibility that otherwise falls on them under the SPS Agreement to the exporter.  This can be done by directly requiring them to undertake the risk assessment or by requiring them to pay for an assessment undertaken by the state of import or an agency they assign this responsibility. (Article 15(2), (3))  This shifting of responsibility is a major change from the existing trade law under the SPS Agreement. 

The basic elements for inclusion in a risk assessment are set out in Annex III of the Protocol.  The elements are consistent with SPS Agreement requirements as now interpreted by a series of trade law cases.  They include being scientifically sound and transparent, using guidelines developed by international organizations (when available), an evaluation of what risks might be posed by an organism in the receiving environment, a further evaluation of the likelihood of the adverse effects identified actually materializing, an evaluation of the consequences if they did, a recommendation as to whether or not the risks are acceptable, and a recommendation of potential control mechanisms. The Annex also sets out a number of more technical points to be considered in an assessment, including a specific identification of the modified genetic traits of concern.

The terminology used in several sections is similar to that found in the SPS or relevant cases, and hence lends itself to interpretation according to the same principles set out in those cases. 

3.5
Decision-making parameters: least trade restrictive provisions

Under the AIA process, or under the process of Article 11 when it is invoked by a party, several decisions are set out after the initial acknowledgement of notification.  These are to be taken within 270 days of the notification, and include, under Article 10(3):

· Accepting the import without conditions;

· Accepting it with conditions, including how the decision will apply to further imports;

· Prohibiting the import;

· Requesting additional information on which to take a decision; or

· Taking an extension of the time allotted, by a defined number of days.

These are the types of decisions that may be taken.  However, other provisions apply to circumscribe when or in what circumstances each type of decision may be taken.  For example, the provisions relating to the Precautionary Principle noted above apply here, and may provide some latitude for more environmentally protective provisions than may otherwise have been available under prior trade law.  This leeway is balanced, however, by the requirements under Article 16 for:

· measures to regulate, manage or control the risks identified in the risk assessment required, a process which itself balances the Precautionary Principle against the requirement for a scientific basis for the establishment of a risk level; and 

· for any measure adopted to be imposed only to the extent necessary to meet the identified risk. 

This last test is of trade law origin, and includes a requirement well defined under trade law for the measure to be as least trade restrictive as possible to meet the identified risk.
  This is a stringent trade law test that requires several alternative mechanisms to be considered before a significant impact on trade is found acceptable under the test.

As an additional part of the decision-making process, the Parties can consider the socio-economic issues related to an import, under Art. 26.  This may expand the issues that can be considered through a risk assessment, and provide additional latitude for conditions or prohibitions on certain imports.

In sum, there are a number of constraints which balance market access and environmental protection.  The role of the Precautionary Principle is neither minimized, as many would argue it has been under the WTO process, but nor is it given full reign to ground any decision.  A risk not supported by some foundation in science cannot be “created” under the rubric of the Precautionary Principle under this Protocol.  As part of the procedure to ensure a balanced decision-making process, Article 10(4) requires all decisions other than unrestricted import to be accompanied by written reasons.

3.6
Ongoing assessment responsibilities

Pursuant to Article 12, the Protocol allows for two types of reconsiderations of a decision taken following a notification.  First, a party allowing an import, with or without conditions, may reconsider its decision in the event that scientific information provides new incites into the risks associated with an GMO.  Second, when a request for an import permit is turned down or made subject to conditions, the Protocol invites the potential exporter or country of export to submit new information.  A state receiving such a request must respond in writing, with reasons for reconsidering or not its previous decision, within 90 days of such a request.

This process again suggests the balance sought to be created in the Protocol between environmental protection and market access.  Indeed, both these strands can be seen to underlie the ability of all parties to a potential or actual export to cause a decision to be reconsidered.

What is important here in terms of a significant change to trade law is the specific placing of the burden on the potential exporter to provide new information when a permit is refused or made subject to conditions.  This is different from the SPS Agreement, which requires a Party to ensure any measure it maintains is still justified, including on the basis of being least trade restrictive.  In addition, under the SPS Agreement, when a temporary decision is taken, the state taking the measure remains responsible to gather further information to make it permanent.  Here, that burden falls on the exporting country or private party. 

3.7
Labeling

The issue of labeling of all GMO’s has been partly settled and partly deferred.  The settled aspects are for purposes of shipping of any GMO’s.  Here, proper documentation and labeling that GMO’s are present is required for transportation purposes.  This does not necessarily apply to subsequent consumer retailing, however.  Details for the implementation of this requirement are to be established no later than two years after the entry into force of the Protocol by the meeting of the Parties.  However, this time lag does not change the obligation to provide appropriate documentation pending the results of this process.

The aspect deferred is for labeling for consumer information purposes and for setting standards to define when labeling is to be used.  Here, the meeting of the Parties is to work in conjunction with other bodies to establish the need for such standards and modalities for establishing them.  This may or may not include standards for national labeling schemes or for an international label.

While the protocol put in place these deferred provisions, other agencies are already engaged on labeling issues for GMO’s.  Most notably, the Codex Alimentarius arm of the Food and Agricultural Organization has a working group dealing specifically with this issue, as well as with other standards issues related to defining GMO products.  Thus, it appears likely that cooperation between various international agencies will be important for finally addressing this issue.

3.8
Capacity building

Here one finds a very interesting reflection of the balance this Protocol raises between trade openness and environmental protection. It has been noted that the regime calls for the least trade restrictive control measure to be used in any given case.  In addition to a general reiteration of the capacity building provisions of the Convention itself, Article 22(2) specifically calls for capacity building for scientific and technical training in the proper and safe management of biotechnology, in the use of risk assessment and risk management, and the enhancement of technological and institutional capacities in the field. Why such a focus? The main answer is that capacity in these areas is important to devise control measures that are more management and control oriented when compared to bans or prohibitions.  In trade or market access terminology, these are measures that are likely to be least trade restrictive.

The implication of this Article, however, is that the absence of the capacity to implement less trade restrictive measures may support taking more trade restrictive measures than might otherwise be justifiable.  For example, in the absence of the capacity to monitor conditions on potential imports, a prohibition may be required.  Each such circumstance would have to be considered on its own merits.  Any question of additional funds for capacity building under the Protocol will be addressed only at the first meeting of the Parties.

3.9
Liability

Liability issues were deferred to further negotiation. The first meeting of the Parties to the protocol is intended to produce a process for developing an agreement on liability, with the process anticipated to take a further four years to complete.  

4.  Relationship of Cartagena Protocol to WTO Agreements

The relationship of the Protocol to other international agreements was a major concern of the negotiations.  While not specified in the text, the major area of concern was the relationship of the Protocol to trade law.  In this section, the key issues, and the results of the final text, are considered in relation to trade law.  Three aspects of this relationship are raised:

· the scope of actual differences in the two regimes;

· the issue of legal primacy between the two; and 

· what would be applied in the event of a dispute between states party to either or both of these instruments.

4.1  The scope of actual differences in the regimes

The scope of the actual difference in the two regimes is summarized in Table 1, below.  This table, consistent with the discussion above, notes a number of differences in both the procedures and substantive tests found in the two instruments.  In some cases, these differences will turn out to be more important than others.  The role of the Precautionary Principle is one example where the jury may still be out on whether it will or will not cause significant differences in decisions that are taken.  The placing on the exporting country of the responsibility to undertake or fund an assessment is clearly a significant procedural change, especially for developing countries.  The full impact of the differences will not be completely assessable, however, until states begin developing implementing legislation or procedures for the Protocol at both the domestic and international level.

4.2  Primacy issues

Given that there are differences in the regimes, and the focus on issues of primacy between the two regimes during the negotiations, it is worth asking whether one regime has legal primacy over the other.
  The Protocol includes three successive paragraphs in the preamble on this issue, which are deliberately unpersuasive:

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.

Three basic points come from these paragraphs.  First, the Protocol and WTO law should be mutually supportive.  Second, the Protocol does not change the actual WTO agreements.  Third, the Protocol is not subordinate to the WTO Agreements.  What is one to make of this collection?  The most important result is that interpreters of the WTO Agreements and the Protocol should be considering how one may relate to the other in interpreting both.  Where alternative interpretations are possible, those that support consistent results as between the two agreements are to be preferred.  In this way, neither one changes nor subordinates the other.  In essence, the most likely way to achieve all three of the quoted paragraphs is to interpret both in a similar way.  This will be especially important where the same words are used in both in similar contexts.  One can anticipate existing WTO case law to be drawn upon in this context.

At the same time, some specific differences in the texts have already been noted, differences which should not be made to disappear by interpretational strategies.  The WTO Agreements provide an additional approach to resolving this issue, which is turned to in s. 4.3 below. 

 Table 1: Comparison of Cartagena and WTO Agreements

	Issue
	Cartagena
	SPS Agreement
	TBT Agreement

	Scope: Commodities, living organisms
	Both, subject to different regimes
	Both, no difference in regimes
	Mainly commodities

	Precaution/science
	Can be described as co-equal core values
	Science based requirement pre-eminent, precaution. minimized
	Science based requirement pre-eminent, precaution minimized

	Advanced informed agreement
	Required for GMO’s unless exceptions apply; notification of AIA requirement by importing states needed for it to apply to commodities
	Not required, use controlled by trade disciplines
	Not required, use  controlled by trade disciplines

	Requirement for assessment
	Yes, content set out in Annex, including role of precaution
	Yes, content requirements from cases, minimize precaution as input
	Yes in some cases, contents not clear yet

	Responsibility for assessment
	Can be placed on exporter, or costs paid by exporter
	State taking measure
	State taking measure

	Decision-making parameters
	Science based risk assessment, precaution, least trade restrictive, socio-economic factors, impact on trade
	Full scope of trade disciplines

	Full scope of trade disciplines1

	Subsequent review of assessment or management decisions
	Responsibility on potential exporter if permit not granted or subject to conditions; responsibility on importing state if to reduce imports or increase conditions
	Responsibility on state taking measure (but can download to potential exporter if specific in doing so); additional constraints subject to justification
	Responsibility on state taking measure; additional constraints subject to justification

	Labeling
	Ongoing process, cooperation with other agencies
	Mandatory labels subject to disciplines
	Mandatory labels, subject to disciplines; less clear for voluntary labels

	Capacity building
	Significant coverage, including reference to financial mechanism, absence can impact on choice among possible measures
	Never applied in practice in regulatory issues
	Never applied in practice in regulatory issue

	Liability
	Subject to future negotiations
	Not included, efforts to impose subject to trade disciplines
	Not included, efforts to impose subject to trade disciplines


4.3  The Protocol, the WTO and dispute settlement: will the protocol be an international standard?

Under the WTO Agreements, and especially the SPS Agreement in this case, international standards are to be used whenever possible.  Where specific quality-oriented standards are not available, international procedural standards for reaching national decisions on appropriate standards become the next available type of international standard.  Several WTO cases that have considered the SPS Agreement have made reference to such standards.
  Here, the Protocol can be argued as providing just such a standard as it relates to how a decision in relation to the trade in GMO’s covered by the Protocol are to be taken.  Given that the primary dispute resolution process in this area, in the sense of a mandatory and binding process, will remain the WTO for the foreseeable future, it can be argued that any other result, in the event of a case being initiated, would render the negotiation of the Protocol at least somewhat useless.

Applying the Protocol in this way may require some specific situations to be addressed.  Most importantly, the WTO dispute resolution bodies will have to be able to point to the Protocol as having a significant international status.  This will be reflected first in the number of signatories, a factor that will be most relevant before the entry into force of the Protocol.  The geographic and technological composition of the signatory states may also be considered here.

Subsequently, the number of ratifications will become the main issue.  If after a few years the Protocol does not enter into force, i.e., it does not receive the necessary fifty ratifications, its status as a potential international standard under the WTO process may be jeopardized.  Similarly, if the required ratifications are not balanced between developed and developing and producing and non-producing states, questions as to its viability as an international standard may arise.  It is difficult to speculate precisely how either of these situations might be addressed.

The role of the Protocol as an international standard under the WTO Agreements would be of lesser importance if a binding dispute resolution process is developed for the Protocol itself, or if the mechanism under the Biodiversity Convention is used for this purpose.  However, even if this materializes, a different issue might still present itself to the WTO if a WTO member that is not party to the Protocol initiates a dispute against another WTO member that is party to the Protocol.  Here, the WTO would undoubtedly be required to assess a number of issues involving the relationships between the parties, their expectations, their involvement in either process as participants or observers, their degree of acceptance of the Protocol in general, and so on.  Again, the variables make it difficult to determine in advance exactly what might happen.

Despite these various specific situations, the argument suggested here is that the Protocol will find its real importance to the extent it is recognized as an international standard for WTO Agreement purposes.  This can arise in the context of dispute resolution.  More hopefully, it will also arise in the context of dispute avoidance.

5.  Impacts on ASEAN Agricultural trade: exports and imports

While the Protocol negotiations are completed, much work remains to be done on specific implementing steps.  This includes measures at both the national and international levels, ranging from the design of implementing legislation and administrative procedures to the development of international standards for defining and labeling GMO’s subject to the Protocol.  As a result, a full understanding of the potential implications of the Protocol on ASEAN (or indeed other) countries must be awaited.

Still, and without attempting to suggest any form of comprehensive analysis here, some initial suggestions on the impacts might be provided.

First, there will be an important need to identify national issues related to the import of GMO products, whether for introduction into the environment or for food, feed, processing or other purposes.  These issues will then have to be related to issues concerning the export of these types of products.

The need to consider such a relationship arises for both practical and legal reasons.  On the practical side, many exported products have components or processed materials that come from imported products.  The nature of an export as containing or not containing GMO’s may well be defined by the characteristics of the imported components, as Thailand has found out in the case of canned tuna exported to Saudi Arabia that was packaged in imported oil that may have been derived from GMO soybeans.  From a legal perspective, it is still expected under the Protocol and related trade law agreements that Parties will not arbitrarily discriminate in how they treat domestic products and foreign ones.  Thus, the treatment of imported products and products intended for export will have to be considered in a comparative manner.  Given the often intertwined nature of imports and exports, strategic thought will be important from both the practical and legal perspectives. 

Second, market issues continue to evolve outside the control of legal mechanisms: consumer preference cannot be regulated as such.  Arguably, long-term confidence in biotechnology products will require an effective implementation of the Protocol.  Without this, the ongoing, somewhat anarchical, approach to unilateral measures will continue and market access issues will remain poorly supported.  

Third, and closely related to the preceding point, ASEAN countries like other developing countries may require capacity building in the area of administration of the AIA and risk assessment processes.  This capacity building may also extend into the development of appropriate domestic risk assessment and management for domestically produced GMO’s, whether for crops or the use of imported products.  It should not be forgotten that ASEAN countries are also becoming increasingly capable of developing GMO’s that are better designed to address specific national agricultural or other concerns.  Significant legal and administrative capacity will be required for these purposes.

Fourth, the nature of a long-term regulatory regime also needs to be considered.  Temporary measures banning all GMO imports, in particular for release into the environment, may be available pending completion of specific implementing steps, such as identification of appropriate procedures and mechanisms to facilitate decision-making by the first meeting of the Parties.
  In the longer run, the Protocol itself does not support blanket bans on all GMO products, but will require case-by-case assessments and control measures.  For states wishing to consider a policy direction of a comprehensive GMO free zone, it is likely that the legal basis for this will have to be sought elsewhere.
 

Finally, the need for transparency cannot be over-emphasized.  The Protocol calls for transparent risk assessment processes in support of trade predictability.  However, it will be equally important, if not more so, from a consumer confidence perspective.  There is no one way to achieve transparency, but consideration of the equal role of business and civil society groups in any assessment process will be part of this.  Additionally, the early public availability of the risk assessment methodology to be applied in any given case and of draft reports can create important opportunities for comment.  Public confidence in the risk assessment process and subsequent risk management decisions will be significantly impacted by the transparency of the process.  The confidence of trading partners will be similarly impacted.  

ANNEX

Internet web sites of central relevance, and objectivity, on this issue include:

The Biodiversity Convention Secretariat: www.biodiv.org
The International Institute for Sustainable Development: www.iisd.ca
The International Centre for Trade and Sustainable Deevlopment: www.ictsd.org
For a presentation of the unique European view, see www.europa.eu.int
ENDNOTES

� These disciplines include science-based assessments, least trade restrictive, non-discrimination as between foreign and other domestic like products, non-discrimination as between similar risks and national treatment.





� United States – Import Prohibition of Certain Shrimp and Shrimp Products, Appellate Body, WT/DS58/AB/R, October 1998.


� The following descriptions are taken from Aaron Cosbey and Stas Burgiel, The Cartagena Protocol on Biosafety: An Analysis of Results, International Institute for Sustainable Development, Winnipeg, Canada, 2000, available on the internet at � HYPERLINK "http://www.iisd.ca" ��www.iisd.ca�.  This paper has provided significant background for the present paper.


� For one of the first reviews, and one which explains some of this surprise, see the Cosbey and Burgiel, id. 


� Basel Convention on the Control of Transboundary Movements of Hazardous and Other Wastes, Art. 4(1).


� The measures applied, however, must be applied equally to domestic products of biotechnology if there are any.  See Article 16 of the Protocol. 


� See the Agreement on the Application of Sanitary and Phytosanitary Measures, adopted in Annex 1A to the Marrakesh Agreement Establishing the World Trade Organization, especially Art. 5.7.  The main cases involved in interpreting the role of the precautionary principle under this Agreement to date are the Beef-Hormone case, European Community – Measures Concerning Meat and Meat Products, Appellate Body Report, WT/DS26/AB/R, January 1998; the Japanese Agriculture case, Japan – Measures Affecting Agricultural Products, Appellate Body Report, WT/DS76/AB/R, February 1999; and the Australia Salmon cases, Australia – Measures Affecting Salmon (i), Appellate Body Report, WT/DS18/AB/R, November 1998, and Australia – Measures Affecting the Importation of Salmon, recourse to Article 21.5 by Canada, report of the Panel, WT/DS18/RW, February 2000. Each case is available through the WTO website at � HYPERLINK "http://www.wto.org" ��www.wto.org�.  A full review of these cases is well beyond the scope of this paper.  The International Institute for Sustainable Development will, however, soon host an on-line data-base of these and all other trade and environment cases, at � HYPERLINK "http://www.iisd.ca" ��www.iisd.ca�.


� See Article 10(2) of the Protocol.


� Again, the cases noted, id, are relevant here.


� For two recent cases addressing the least trade restrictive test see the Japan Agricultural case and the Australian Salmon cases.  For the inclusion of the least trade restrictive test in the concept of necessity, see the Thai Cigarette case, Thailand – Restrictions on Importation of and Internal Taxes on Cigarettes, 1990, BISD 37S/200.


� A traditional international law approach to this issue would require treaty interpreters to defer to the intentions of the Parties on this point.  However, as noted below, the intentions of the Parties may not be clear.  Thus, an alternative approach is provided in section 4.3.


� The cases cited in note 6 are relevant here.


� This is required by Article 10(7) of the Protocol.


� Most notably, the marketing standard provisions of Article XI(2)(b) of the General Agreement on Tariffs and Trade, 1994, may provide one avenue in this direction.
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