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[TIhis is, in the view of the European Communities, a case about regulators'
choices of the appropriatelevel ofprotection ofpublic health and the environment in the face of scientific complexity and uncertaintyand in respectof which
there is great public interest. It is a case essentially about time. The time
allowed to a prudent government to set up and apply a processfor effective risk
assessment of products which are novel for its territory and ecosystems, and
that have the potential of causing irreversible harm to public health and the
environment.
-from Oral Statement by the European Communities,
EC-Biotech dispute before the WTO
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INTRODUCTION: DEFINING A THEORY OF HARM FROM
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CONTAMINATION

One of the primary challenges of biotechnology-altered genetically modified
organisms (GMOs), unlike other internationally-traded commodities, is their
potential to unintentionally cross political boundaries through undetected crosspollination and contamination of both seeds and harvests. Although GMOs are
not unique among agricultural commodities in their potential for adventitious
presence, contamination of purportedly non-GMO seed stocks and harvests with
GMOs is uniquely troubling: it introduces substances into foreign countries' food
and feed supplies that have not yet been fully researched, debated, or regulated
through those sovereigns' domestic political processes.
The term "adventitious presence" refers to "the unintentional and incidental
commingling of trace amounts of one type of seed, grain or food product with
another.",2 The unintentional presence of seeds of one type is also sometimes
referred to as "contamination" of the intended seed, which implies that the seed is
not only unintended (or "adventitious") but unwanted. 3 The problem of adventitious presence is not unique to genetically modified (GM) seed and crops; most
agricultural commodities accept some degree of adventitious presence of unwanted materials (which may include plant material, weeds, dirt, and stones as
well as unwanted seed), and have set thresholds for tolerable levels of adventitious presence.4
Biotechnology industry groups and others have argued that some low threshold of adventitious presence, while unavoidable, is manageable, is not unique to
biotechnology, and should pose no cause for concern. 5 Such comfortable conclusions about co-existence and low, levels of adventitious presence, however,
minimize two types of objections. First, there is growing evidence of troubling
and uncontrollable forms of GM contamination, such as illegal plantings andcontamination of food supplies with feed or pharmacological GM crops. Second,
assuming GM contamination could be policed, even low levels of contamination
of food with substances that many consumers do not wish to have in the food
2. Biotechnology Industry Organization (BIO), Adventitious Presence, http://www.bio.org/foodag/background/
adventitious.asp (last visited Sept. 6, 2008).
3. MARGARET MELLON & JANE RISSLER, UNION OF CONCERNED ScIENnsTS, GONE TO SEED: TRANSGENIC
CorAMINAmis IN TmE TRADITIONAL SEEDS SuPPLY 7 (2004), availableat http://www.ucsusa.org/assets/documents/
foodand agriculture/seedreportjfullreport.pdf. The term "contamination" usually does not imply a negative
connotation except that the seed or trait it carries is unwanted where it is found. Id.; cf BOCK ET AL., INST. FOR
PROSPECTIVE TECHNOLOGICAL STUDIES & EUROPEAN COMM'N JOINT RESEARCH CENTRE, SCENARIOS FOR COEXISTENCE OF GENETICALLY MODIFIED, CONVENTIONAL, AND ORGANIC CROPS IN EUROPEAN AGRICuLTURE 11

(May 2002), availableat http://www.gmfreeireland.org/downloads/gmcrops-coexistence.pdf.
4. GRAHAM BROOKES Er AL., PG ECONOMICS, GENETICALLY-MODIFIED MAIZE: POLLEN MOVEMENT AND CROP
Co-EXIsTENCE 4 (2004), availableat http://www.pgeconomics.co.uk/pdf/Maizepollennov20O4final.pdf.
5. See BIO, supra note 2 ("While adventitious presence can be minimized, as a practical matter it cannot be
eliminated and is not unique to crops enhanced through biotechnology."); BROOKES ET AL., supra note 4, at 18
("Overall, evidence from both commercial practice, and research shows that GM, conventional and organic
growers of maize can co-exist and maintain the integrity of their crops without problems.").
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supply at all poses a unique political and moral situation not presented by low
levels of conventional corn in stores of blue corn, for example. Uniquely, GMO
contamination undercuts the political process in which citizens of other countries
determine whether, or under what regulations, to tolerate GMOs in their food
supply.
One significant challenge to efforts to reform U.S. GMO policy has been
defining the nature of the harm resulting from GMO contamination. This article
argues that the most immediate harm from GMO contamination and policies that
perpetuate it is that they undercut the ability of other nations to determine for
themselves how to regulate GMOs. United States regulatory policy toward
GMOs is based on several political, not purely scientific, assumptions. 6 Other
countries should also be entitled to submit controversial questions about GMOs
and their regulation to the political will of the polity without undue interference
by an invasive policy of a foreign sovereign in the form of the Trojan horse of
GM contamination of food, fiber, feed, and seed supplies.
Framing the argument as a matter of political harm to foreign sovereigns has
several potential advantages for legal strategists attempting to arrest GM contamination. First, the harm is actual, not speculative-GM contamination is a reality,
is reported to be increasing, and has already had a material impact on the GMO
regulatory policy of countries such as Brazil which is struggling to deal with the
reality of adventitious presence of GMOs that have not been approved for any
purpose by its government. Second, the United States is a party to relevant
international treaties and declarations that could form a basis for protection of the
political right of self-determination, principally through the International Covenant on Civil and Political Rights and the International Covenant on Economic,
Social and Cultural Rights. Third, the argument suggests why the controversy
over GMO policy is so heated-at stake is not merely the right to consume or not
consume GMOs, but the very right of a people to make their own cultural
decisions, free from foreign domination.7
Finally, the political harm theory could be an influential argument to effect
change in U.S. policy because it speaks directly to a fundamental tenet of U.S.
political identity: the collective impression, and assertion, that it is a nation united
by a belief in democracy and self-determination-and that this notion is vital

6. See infra Part M.A.
7. Although the recent WTO decision condemning the European Communities' moratorium on approval of
biotech imports may appear to create a stumbling block, that decision ultimately rested on the inadequacy of the
EC's scientific assessments, and did not hold that biotech products must be approved for import. See Panel
Report, European Communities-Measures Affecting the Approval and Marketing of Biotech Products,
4.173-4.175, WT/DS291/R,WT/DS292/R,WT/DS293/R, (Nov. 21, 2006) [hereinafter EC-Biotech]; see also
Alison Peck, Nat'l Agric. Law Ctr., Summary of the WTO Interim Report in EC-Biotech, Sept. 2006, available
at www.nationalaglawcenter.org/assets/articles/peck wtobiotech.pdf (summarizing ruling). The international
trade agreement dimensions of the political harm argument thus remain open for debate. See discussion infra
Part V.A.
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enough to define a nation of otherwise disparate peoples. This concept is more
fundamental to U.S. political identity than environmental protection (a recent
notion), protection of human health against speculative risk (in a nation that lacks
universal health insurance), or even the freedom of contract (merely one of the
constitutional decisions flowing from the prior decision to unify as a nation
through the shared belief in democracy). For the legal strategist, basing arguments for policy change on this fundamental value of political self-determination
offers a persuasive tool in U.S. public discourse to push for policy change. A U.S.
public official who would not act to protect the environment or GMO-free
markets might nevertheless act to protect the pro-democracy (self-)image of the
United States in the face of interpretations calling U.S. GMO policy antidemocratic.
One theoretical construct that could be useful to advocates seeking to arrest
GMO contamination is the concept of transnational legal process, a theory of
international lawmaking advanced by "the 'new' New Haven school ' 8 of
international lawyers. Transnational legal process offers a theory as to how a
disparate collection of initiatives, such as those geared at slowing or regulating
the spread of GMOs, can collectively, over time, create normative legal rules that
noncompliant nations must internalize and obey.
According to its proponents, transnational legal process is a process by which
stakeholders bring nations into compliance with international legal norms through
a process of interaction (between actors both governmental and nongovernmental, in legal, political, and market processes, both domestic and international),
leading to a legal interpretationof a legal norm (which may or may not by itself
be enforceable), and ultimately using the carrot of future interaction and the stick
of interpretation to lead to internalizationby the violating country of the norm
into its own domestic law, and to compliance with the international rule.
This concept could offer a tool for GMO precaution advocates in judicial,
legislative, and public forums to shift official and public opinion to the view that
an anti-precautionary approach violates the right of foreign sovereigns to determine their own GMO regulation policies. Whether or not those decisions are
enforceable in the United States, a strong shift in public opinion toward a view
that the U.S. pro-GMO approach is anti-democratic may have strong persuasive
power for a nation that deeply identifies with the international norm of selfdetermination and has long held itself out as the champion and prime exemplar of
democracy. This pressure could then add weight to legislative and judicial actions
in the United States that would provide for precaution and accountability for the
uncontrolled spread of GMOs.
For legal strategists, focusing on the political harm from GMO contamination

8. See Paul Schiff Berman, A PluralistApproach to InternationalLaw, 32 YALE J. Imr'L L. 301, 309-11
(2007) (discussing historical development of transnational legal process theory of international law).
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offers several advantages over strategies focusing on environmental, healthrelated or economic harm. The difficulty with focusing on the potential negative
environmental or health effects is that many of the potential effects are as yet
unsubstantiated.9 Because GM technology is relatively recent, its potential health
and environmental impacts are in many ways unknowable. Unfortunately,
"unknowable" is sometimes equated with "non-existent," and advocates for
GMO regulation are sometimes dismissed by governments, industry, and legal
decision makers as Chicken Littles.t ° In effect, the argument based on environmental harm or harm to human health is an argument for application of a version
of the precautionary principle. Based on U.S. policy toward the precautionary
principle in international treaties," l an environmental harm argument is unlikely
to provide strong footing for a shift in U.S. policy on GMO regulation. Moreover,
it is difficult to bring legal action against the United States in either domestic or
international judicial forums for harms defined as environmental, because the
United States is not bound by the Convention on Biological Diversity or the
Cartagefia Protocol on Biodiversity, which directly govern GMOs, but are
unclear what dispute resolution mechanism, if any, is available for alleged
violations. 12
The political harm theory also offers advantages over arguments based on
13
harm to the commercial interests of sellers of products in GMO-free markets.

9. See WORLD HEALTH ORGANIZATION, MODERN FOOD BIoTEcHNoLOOY: HUMAN HEALTH AND DEVELOPMENT:
AN EVIDENCE-BASED STUDY (2005), available at http://www.who.int/foodsafety/publications/biotech/
biotechen.pdf; Gregory N. Mandel, Gaps, Inconsistencies, and Overlaps: Crisis in the Regulation of
Genetically Modified Plants and Animals, 45 WM. & MARY L. REV. 2167, 2190-203 (2004) [hereinafter
Mandel, Gaps, Inconsistencies, and Overlaps]. To date, no case of human disease or illness caused by biotech
foods has been documented. See Gregory N. Mandel, The Futureof Biotechnology Litigationand Adjudication,
23 PAcE ENVT'L L. REv. 83, 89 (2006) [hereinafter Mandel, Biotechnology Litigation]. Some early environmental alarm bells, such as the apparent threat to the Monarch butterfly from Bt cotton, have upon further study been
found not to be significant, although further study has been recommended. See Mandel, Gaps,Inconsistencies,
and Overlaps, supra, at 2212-14.
10. For instance, in concluding that foods produced using biotechnology need not be labeled as such, the
FDA noted that "[m]any of the [public] comments [on earlier policy statements concerning biotechnology]
expressed concern about possible long-term consequences from consuming bioengineered foods, but they did
not contend that any of the bioengineered foods already on the market had adverse health effects. The comments
were mainly expressions of concern about the unknown." The FDA concluded that it was "not aware of any data
or other information that would form a basis for concluding that the fact that a food or its ingredients was
produced using bioengineering is a material fact that must be disclosed." Draft Guidance for Industry: Voluntary
Labeling Indicating Whether Foods Have or Have Not Been Developed Using Bioengineering, 66 Fed. Reg.
4839 (Jan. 18, 2001) [hereinafter Draft Guidance for Industry on Voluntary Labeling].
11. See infra Part III.B.
12. See infra Part lII.C.
13. See generally Carie-Megan Flood, Pollen Drift and PotentialCauses ofAction, 28 J. CORP. L. 473 (2003)
(describing trespass and strict liability as potential causes of action for economic harm from pollen drift);
A. Bryan Endres, Revising Seed Purity Laws to Account for the Adventitious Presenceof Genetically Modified
Varieties: A First Step Towards Coexistence, 1 J. FOOD L. & POL'Y 131 (2005) (summarizing status of seed
purity guidelines in the United States and the European Union, and describing seed purity laws to avoid
contamination) [hereinafter Endres, Seed Purity].
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This definition of harm is effective in private causes of action for damages under
tort law,1 4 but may be less persuasive for moving U.S. public policy toward a
stricter regime governing GMOs. First, economic harm (loss of markets) arises
only when mandatory tolerance limits for adventitious presence are exceeded.
While not all countries currently have legislated tolerance levels, such policies
are becoming more common15 and are promoted by the biotechnology industry.' 6
Arguments based on economic harm or loss of non-GMO markets could be
overcome by advocating higher mandatory threshold tolerances for adventitious
presence, effectively proscribing the demand for completely GMO-free foods.
Supporters of a pro-GM policy may even dismiss that market demand as a result
of irrational fears of unsubstantiated health or environmental effects, and accordingly see mandatory tolerance levels not merely as a compromise but as an
unassailable solution.
The goals.-of this article are both ambitious and modest. Ambitiously, this
article seeks to make the case that a right of political self-determination, as
embodied in the U.N. Convention on Political and Civil Rights and the U.N.
Convention on Economic and Social Rights, would form a more sound basis for
combating international GMO contamination than the current theories of environment, human health, or economic harm. The article also suggests that advocates
on the ground consider viewing this theory, and possible avenues for its
execution, through the concept of international lawmaking articulated as transnational legal process.
More modestly, this article intends to serve only as an introduction to both an
agenda for further scholarly research and for exploration and strategizing by
advocates on the ground. On the research front, the political-harm theory would
benefit from in-depth examination of the ongoing political process concerning

14. U.S. law currently provides for liability for environmental harm from GMOs only through the existing
tort law framework. See U.N. Env't Programme, Intergovernmental Comm. for the Cartagefia Protocol on
Biosafety, Liability and Redress (Article 27): Compilation of Information on National, Regional, and
InternationalMeasures and Agreements in the Field of Liability and Redressfor Damage Resulting from the
TransboundaryMovement of Liviing Modified Organism,41-42, U.N. Doc. UNEPICBDIICCP/3IlNF/l(Apr. 2,
2002), availableat http://www.cbd.intldoc/meetingslbs/iccp-03/infonnationliccp-03-inf-0l-en.pdf.
15. See USDA ADvIsoRY COMM'N ON BIOTECHNOLOGY AND AGRIC., GLOBAL TRACEABILITY AND LABELING
REQUIREMENTS FOR AGRICULTURAL BIOTEcHNOLGY-DERnIVED PRODUCTS: IMPACTS AND IMPLICATIONS FOR THE

UNITED STATES 16-20 (2005), available at http://www.usda.gov/documents/tlpaperv37final.pdf [hereinafter
USDA, GLOBAL TRACEABILTY AND LABELING]; U.N. Food and Agric. Org., Codex Alimentarius, Report of the

Seventh Session of the Codex ad hoc IntergovernmentalTask Force on Foods Derived from Biotechnology,
Appendix IV,ALINORM 08/31/34, Sept. 24-28,2007, availableat http://www.codexalimentarius.net/download/
report/693/a13l_34e.pdf [hereinafter Codex Alimentarius].
16. The biotechnology industry organization, BIO, in July 2007 proposed a voluntary co-existence strategy.
See Excellence Through Stewardship, http://www.excellencethroughstewardship.org (last visited Oct. 28,
2008) [hereinafter BIO, Excellence Through Stewardship]. Another proposal, from a member of the National
Organic Standards Board, outlines twelve best management practices for coexistence. See JAMES A. RIDDLE,
A PLAN FOR Co-EXISTENCE, available at http://www.wkkf.org/Pubs/FoodRur1BiotechBMPs03.final00253_03862.pdf.
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GMO contamination and co-existence in several U.S. trade partners that have
objected to GMOs (such as Brazil, Japan or the European Communities) and of
the genesis and scope of the right to self-determination enshrined in the U.N.
Conventions. On the advocacy front, further dialogue is needed about possible
venues and causes of action in which the political harm theory might be
advanced; whether that argument should be the lead or supporting argument; and,
armed with a successful interpretation, how pressure may be brought to bear on
the United States to internalize the norm of respect for the political process on
GMOs in other countries.
Part H of this article will discuss the facts of GMO contamination-how it
occurs and how the international community is currently dealing with discoveriesof contamination. Part III reviews the history of GMO regulation in the United
States, pointing out the extent to which that regulation turned on political, as
opposed to scientific, assumptions. This section argues that the regulatory
framework for GMOs in the United States, and the effect of forcing GMOs on
other countries through contamination, places the United States out of step with
the prevailing international norm regarding GMOs. Part IV will turn to the
political harm theory, making the case that such a right can be found in the U.N.
Convention. Part V briefly reviews existing efforts to control or create liability
from GMO contamination and to create effective coexistence rules, and suggests
transnational legal process as a potential strategy for implementing the political
harm theory to control the spread of GMOs.
II. A

CLOSER LOOK AT

GM

CONTAMINATION

Adventitious presence of genetically modified traits in crops can occur through
numerous means including contaminated seed supplies (before planting); crosspollination; volunteers (self-sown seed derived from seed from a previous crop);
planting equipment and practices; on-farm
harvesting and storage practices; and
17
storage and processing post-farm gate.
The contribution of each of these sources of contamination varies depending
on the type of seed or crop at issue. For example, volunteers are a key source of
adventitious presence in rape seed farms, 1 8 but are insignificant for maize
because of the inability of maize to shed seed naturally, its short dormancy
period, the common use of mechanical pre-planting soil preparation practices,
and the inability of maize to survive cold winters in temperate maize-growing
climates.' 9 For maize, seed impurity and cross-pollination are more common

17. RiDDLE, supra note 16. See also BIO, supra note 2 (also identifying human error and accidents among
possible sources of adventitious presence).
18. BOCK Er A.., supra note 3, at v; see generally BROOKES Er AL., supranote 4, at 4.
19. BROOKES Er AL., supranote 4, at 5.
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sources of contamination. 20 Cross-pollination depends on a number of factors:
First, pollen must be available from the GM plant and be delivered, via wind or
insects, to the stigma of the non-GM plant. Delivery can be affected by wind
speed and direction, rainfall, and barriers such as barrier rows, trees, hedges, and
topography. Second, the degree of cross-pollination will be affected by the timing
of flowering of the non-GM plant, the fertility of the GM pollen when delivered,
and competition from other, non-GM pollen. Third, not all pollen from the GM
(Bt)
plant will carry the genetically-modified trait; for Mon 810 insect resistant
21
maize, for example, only fifty percent of the pollen will carry the trait.
Efforts have been undertaken both domestically and internationally to manage
the adventitious presence of GMOs, although the potential of those efforts to
control contamination is controversial.22 In the United States, those efforts have
included proposals for voluntary co-existence standards,2 3 a liability scheme for
-2
voluntary grower districts,25 and a stricter regulatory
contamination, 24 permitting
approval process for experimental plantings. 26 Gradually, governmental, intergovernmental, and industry standards for coexistence have been articulated. For
example, the National Organic Program requires organic farms to have "distinct,
defined boundaries and buffer zones ...to prevent.., contact with a prohibited
27
substance applied to adjoining land that is not under organic management.
Similarly, the umbrella organization for agencies overseeing seed certification
has promulgated rules that, for seed corn, require a minimum distance from other
corn and/or post pollination removal of adjacent rows.2 8
Post farm-gate, governments and intergovernmental organizations have begun
to establish standards for traceability, labeling, and thresholds for acceptability of

20. Id. at 4-6; BOCK ET AL., supra note 3, at v.
21. BROOKES ET AL., supranote 4, at 4-5.
22. See infra Part II. For discussion of existing liability regimes and emerging issues, see Mandel,
Biotechnology Litigation, supra note 9; Jane Matthews Glenn, Footloose: Civil Responsibilityfor GMO Gene
Wandering in Canada, 43 WAsHtaurN L.J. 547 (2004); Flood, supra note 13.
23. See generallyBIO, Excellence Through Stewardship, supra note 16.
24. For a comparison of the common law liability remedies in the U.S. and statutory liability schemes in
Europe, compare A. Bryan Endres, "GMO:" Genetically Modified Organism or Gigantic Monetary Obligation? The Liability Schemesfor GMO Damage in the UnitedStates and the EuropeanUnion, 22 LOY. L.A. INT'L
& COMp. L. REV.453 (2000) [hereinafter Endres, "GMO"], with A. Bryan Endres, Coexistence Strategies in a
Biotech World: Exploring Statutory Grower Protections, 13 Mo. ENVT'L L. & POL'Y REV.206, 210-13 (2006)
[hereinafter Endres, Coexistence Strategies].
25. See Endres, Coexistence Strategies, supra note 24, Appendix A (reprinting state regulations foreclosing
grower districts).
26. See Geertson Farms Inc. v. Johanns, 2007 WL 1302981 (N.D. Cal. May 3, 2007) (The court rejected the
regulatory assumption that organic and conventional producers must bear the entire cost of contamination). See
also Int'l Ctr. for Tech. Assessment v. Johanns, 473 F. Supp. 2d 9 (D.D.C. 2007); Ctr. for Food Safety v. Johanns,
451 F. Supp. 2d 1165 (D. Haw. 2006).
27. 7 C.F.R. § 205.202 (2004).
28. Identity Preserved, Association of Official Seed Certifying Agencies (AOSCA), 99% Non-GMO Corn
Grain Program Requirements, http://www.identitypreserved.com/handbooklaosca-nongmocom.htm (last visited Nov. 1, 2008).
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GMOs. 29 For example, a task force composed by the Codex Alimentarius
Commission recently proposed an annex to Codex's biotechnology standards that
would deal with low levels of rDNA plant material in supplies that have passed
Codex guidelines in at least one country but not the importing country.30 The task
force recommended that only certain aspects of the Codex Plant Guideline for
food safety assessments apply to such low-level supplies because dietary exposure to rDNA plant material is likely to be low. 31 In 2007, the USDA issued a
Draft Programmatic Environmental Impact Statement regarding its regulatory
treatment of the introduction of genetically modified organisms into the environment. Among its proposals is to permit a low-level presence of unapproved
genetically engineered
DNA in seed supply, eliminating the current zero32
tolerance policy.
Such proposals for dealing with low-level presence of GMOs are increasingly
becoming a political necessity. Once GMOs are introduced in a region, some
level of adventitious presence of GMOs in non-GM crops is inevitable.3 3 A
European Commission report concluded that in either of two scenarios studied,
one assuming limited GMO plantings in the European Union and the other
assuming more widespread plantings, "a 0.1% [adventitious presence] limit will
be extremely difficult to meet for. any farm-crop combination in the scenarios
considered.., even with significant changes in farming practices. 34 The report
further concluded that co-existence of GMO and non-GMO crops with tolerance
limits of 0.3% for seed and 1% for food and feed "might technically be possible
but economically difficult because of the costs and complexities of changes
associated., 35 In the United States, the FDA stated in a 2001 Guidance for
Industry that the term "free" on food labels, intended to indicate that the food was
not produced using biotechnology, may be misleading because the reality of
adventitious presence meant that producers could not guarantee zero presence of
bioengineered ingredients in foods.3 6 The FDA concluded that the term "free"
was potentially misleading in the absence of an established mandatory tolerance
limit and the ability to conduct testing to ensure no bioengineered ingredients in
37
excess of that limit.
Biotechnology industry groups and others have argued that some low thresh-

29. See, e.g., USDA, GLOBAL TRACEABnLrY AND L~aBaUN, supra note 15; see generally Endres, Seed
Purity,supra note 13.
30. Codex Alimentarius, supranote 15, at Appendix IV.
31. Id.
32. Introduction of Genetically-Engineered Organisms, Draft Environmental Impact Statement, 72 Fed.
Reg. 39021 (proposed July 17, 2007) (to be codified at 7 C.F.R. pt 340).
33. BOCK ET AL., supra note 3, at v.

34.
35.
36.
37.

Id.
Id.
See Draft Guidance for Industry on Voluntary Labeling, supra note 10.
Id.
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old of adventitious presence, while unavoidable, is manageable, is not unique to
biotechnology, and should pose no cause for concern." For instance, in a study of
pollen movement and gene flow in European maize, the authors concluded that
"[t]he evidence from the GM-specific co-existence research in Spain, France and
the United Kingdom ...identified that the application of good farming practices
and normal harvesting practices alone (i.e., without the formal application of
co-existence measures) are likely to produce the 99.1% purity threshold set by
the 2004 EU labeling legislation (i.e., the maximum GM adventitious presence
level permitted is less than 0.9%). However, by additionally applying specific
co-existence measures in isolation or in combination the probability of GM
adventitious presence being found in a non GM maize crop (grown in close
proximity) is further reduced to an extremely low level." 39
However, evidence of illegal plantings, resulting in troubling and uncontrolled
forms of contamination, has begun to be reported by GM watchdog groups,
decreasing the likelihood even of effective co-existence measures and levels of
adventitious presence within low tolerance limits. For example, in 2005, Greenpeace International and GeneWatch UK began a "GM Contamination Register"
to report incidents where GMOs had been found to have contaminated non-GM
crops and food supply. As of 2007, the register contained 142 reports of
contamination since widespread commercial planting began in 1996. Twenty four
of those cases occurred in 2006, the largest number for any year since commercial planting began.4 ° Perhaps of greater concern are reports of contamination of
the food supply by GM crops not approved for food. The StarLink maize
controversy of 2000, in which a GM maize variety approved only for use in
animal feed - was found contaminating food products throughout the United
States, has been widely discussed.4 1 Similar cases continue to occur. In 2005,
Syngenta reported that several hundred tons of its GM BtlO maize had been
mistakenly identified as its approved commercial GM maize line, Btl 1, and had
been produced and distributed between 2001 and 2004. At the time, the GM BtlO
had not been approved for human consumption anywhere in the world.42
Similarly, in 2006, Bayer CropScience reported that rice from the 2005 crop
season had been contaminated with its GM variety LLRICE601, which is not
38. See BIO, supranote 2 ("While adventitious presence canbe minimized, as a practical matter it cannot be
eliminated and is not unique to crops enhanced through biotechnology."); BROOKES ET AL., supra note 4, at 18
("Overall, evidence from both commercial practice, and research shows that GM, conventional and organic
growers of maize can co-exist and maintain the integrity of their crops without problems.").
39. BRooKEs Er AL., supranote 4, at 18.
40. GREENPEACE INr'L, GM CONTAMINATION REGISTER REPORT (2007), availableat http://www.genewatch.org/

uploads/f03c6d66a9b354535738483c1c3d49e4/gm-contamination-report_2006.pdf.
41. See, e.g., D.L. Uchtmann, StarLink-A Case Study ofAgriculturalBiotechnology Regulation,7 DRAKE J.
AGiuc. L. 159 (2002) (providing a comprehensive overview of legal issues in StarLink controversy); Rebecca
M. Bratspies, Myths of Voluntary Compliance: Lessonsfrom the StarLink CornFiasco,27 WM. & MARY ENVTL.
L. & POL'Y REv.593 (2003)
42. GREENPEACE INT'L, supra note 40, at 11.
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approved for growing or consumption.4" The last field trials of the LLRICE601
variety ended in 2001. According to the Greenpeace report, LLRICE601 has been
reported in the food and feed of nineteen European countries, in food purchased
in three countries in the Middle East and in the Philippines, in food aid in Ghana
and Sierra Leone, and in rice being imported into Russia. 44 Because it is
unknown how the LLRICE601 contamination occurred,4 5 future preventive
measures are difficult to prescribe. As a further complication, for GM varieties
that have not been approved for commercial use or consumption, the technology
necessary to test for adventitious presence is often unavailable,4 6 and thus
countries are hamstrung even from blocking only those imports that contain
non-approved GM varieties.
Also troubling are reports of violations of co-existence measures instituted by
law. The Greenpeace report alleges three such incidents in 2006: First, in Brazil,
the report claims that the agrochemical company Syngenta planted a trial plot of
GM soya in a buffer zone around Iguacu Falls World Heritage Site, in violation of
Brazilian legislation prohibiting the release of GM organisms in protected areas
and their surroundings.4 7 Second, also in Brazil, around 39,500 acres of Monsanto Roundup Ready Flex cotton have been found, although the GM cotton is
not licensed for growing in Brazil.4 8 Third, the report alleges that, according to
the Mexican Ministry of the Environment, Monsanto illegally planted GM cotton
in the northern Mexican state of Sonora in areas for which it did not have a
permit.4 9 Such illegal plantings are likely to ignore any legally mandated
co-existence measures and to increase incidence of higher levels of contamination and contamination with GMO varieties that have not been approved for food
or feed uses.
Illegal plantings and related contamination have had a direct effect on GM
policy in countries that intended to limit the spread of GMOs. For example, as a
result of illegal cotton plantings in Brazil, the Brazilian Biosafety Technical
43. FDA, Statement on Report of Bioengineered Rice in the Food Supply (Aug. 2006), available at
http://www.cfsan.fda.gov/lrd/biorice.html (The FDA stated that the protein contained in LLRICE601 had been
tested in other products and it concluded that no food or feed safety concerns were presented).
44. GREENPEACE INT'L, supra note 40, at 16.
45. An investigation by USDA's Animal and Plant Health Inspection Service (APHIS) was unable to
determine how the rice strains entered the food supply, and no action was taken against Bayer CropScience. See
USDA, REPORT OF LIBERTYLINK RicE INcIDENTS, available at http://www.aphis.usda.gov/newsroom/content/

2007/10/content/printableRiceReportlO-2007.pdf; Forrest Laws, APHIS Rice Investigation Leaves Unanswered Questions, WasTERN FARM PREss, Oct. 10, 2007, available at http://www.westemfarmpress.com/rice/
101007-aphis-investigation/.
46. See Draft Guidance for Industry 6n Voluntary Labeling, supra note 10 ("[A] threshold [tolerance level
for adventitious presence] would require methods to test for a wide range of genetic changes at very low levels
in a wide variety of foods. Such test methods are not available at this time."); GREENPEACE INT'L, supra note 40,
at 18.
47. GREENPEAE IWr'L, supra note 40 at 10.
48. Id.
49. Id.
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Commission in 2004 made the decision to permit one percent GMO contamination on cotton seed lots. 50 A news publication reported that the commission made
the decision at the request of Brazilian seed suppliers, who argued that "a GMO
ban was unenforceable because virtually all stocks had been contaminated by
contraband. ' '5 1 Brazil had previously made a similar decision with regard to

contraband soya and subsequent contamination.52
III. PRO-INDUSTRY BASIS OF U.S. GMO REGULATION POLICY
An overview of U.S. policy on GMO regulation, on both domestic and
international levels, demonstrates that U.S. policy promotes the spread of GMOs,
and generally rejects the precautionary principle-arguably the prevailing international regulatory standard-as inappropriate in the context of GMO regulation.
U.S. policy involves several political (as opposed to scientific) assumptions and
an underlying policy decision to support the biotechnology industry. Because of
the reality of international GMO contamination, this internationally dissenting,
but ostensibly domestic, political decision in reality becomes a political decision
foisted upon other countries still engaged in political decision making about
GMOs.
A.

POLICY ASSUMPTIONS UNDERLYING THE U.S. PRO-GMO STANCE

The U.S. policy with regard to GMO regulation 3 is based on three tenets:
First, regulation focuses on the characteristics of the end product of the genetic
modification; the procedure of genetic modification is not viewed as significant to
justify regulatory scrutiny.5 4 Second, in direct contrast with the "precautionary
principle" often incorporated in international agreements, the United States takes
the view that verifiable "scientific risk" is needed to bar a technology from being
introduced and integrated.55 Third, the United States takes the view that risks associated
with GM food are the same as risks associated with "traditionally" produced foods, and
the existing regulatory oversight is sufficient to safeguard the public.56

50. Brazil Govt Body Allows 1% GMO Contaminationon Cotton Seed Lots, OsTERDowJONEs COMMODITY
WiRE,availableat http://www.grain.org/research/contamination.cfm?id =238.
51. Id.
52. Id.
53. For an excellent and thorough description and analysis of the tenets of U.S. GMO regulatory policy,
see Emily Marden, Risk andRegulation: U.S. Regulatory Policy on Genetically Modified Food andAgriculture,
44 B.C. L. REv. 733 (2003) (description and analysis of the tenets of U.S. GMO regulatory policy).
54. See Exercise of Federal Oversight Within Scope of Statutory Authority: Planned Introduction Into the
Environment of Organisms With Modified Hereditary Traits, 57 Fed. Reg. 6753 (proposed Feb. 27, 1992)
(hereinafter Exercise of Federal Oversight).
55. See U.S. FOOD AND DRUG ADmIN. & U.S. DEP'T OF AGRic., A DESCRIMTON OF THE U.S. FOOD SAFETY

SYSTEM (2000), availableat http://www.fsis.usda.gov/OA/codex/system.htm.
56. See generally Marsh A. Echols, Food Safety Regulation in the European Union and the United States:
Different Cultures, Different Laws, 4 CoLuM. J. Eut. L. 525 (1998).
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This policy emerged from the initial regulatory policy regarding the emerging
technology of genetic modification by the administrations of Ronald Reagan and
George H. W. Bush in the 1980s and early 1990s. Initially, the Reagan administration charged the White House Office of Science and Technology Policy ("OSTP")
with drafting a federal framework for food biotechnology. The OSTP's 1984
Coordinated Framework for Regulation of Biotechnology announced a policy
that products created by biotechnology were no different than other products, and
that existing statutes were sufficient to regulate biotechnology.5 7 The Coordinated Framework also generally outlined that biotechnology regulation would be
divided among the FDA (food, feed, food additives, and veterinary drugs),
USDA (plant pests, plants, and veterinary biologic), and the EPA (microbial/plant58
pesticides, new uses of existing pesticides, and novel microorganisms).
The scope of U.S. biotechnology regulation was ultimately determined under
the auspices of an administration committee originally constituted to promote
U.S. industry. After publication of the Coordinated Framework, the White House
initially convened the Biotechnology Science Coordinating Committee ("BSCC"),
an inter-agency committee responsible for coordination for science policy. When
the BSCC was unable to come to agreement, its working materials were
forwarded to the President's Council on Competitiveness, a pro-industry council
formed by President Bush and led by Vice President Dan Quayle. The Council on
Competitiveness established an Ad Hoc Committee on Scope, which, together
59
with the OSTP, established the scope of agency jurisdiction over biotechnology.
During its deliberation process, the OSTP proposed draft policy statements
that indicated a goal to "minimize regulatory burden while assuring protection of
public health and welfare," and to "accommodate the rapid advances in biotechnology.",60 These goals were facilitated by the OSTP's perspective on risk:
"Products developed through biotechnology processes do not per se pose risks to
human health and the environment; risk depends instead on the characteristics of
use of the individual products. 6 1
The OSTP published its Final Statement of Scope in 1992. The Final Statement
includes five policy principles underlying the Administration's tenets regarding
GM foods:

57. Coordinated Framework for the Regulation of Biotechnology, 51 Fed. Reg. 23,302 (proposed June 26,
1986).
58. Id.
59. Principles for Federal Oversight of Biotechnology: Planned Introduction Into the Environment of
Organisms With Modified Hereditary Traits, 55 Fed. Reg. 31118 (proposed July 31, 1990). See also Marden,
supra note 53, at 739-40; SHELDON KRIMSKY, BioTrcwIcs AND SOCIETY: Tim RISE OF INDUSTRAL GENEws 197,
204(1991).
60. Exercise of Federal Oversight, supra note 54, at 6760.
61. Id.
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1. The same physical and biological laws govern the response of organisms
modified by modem molecular and cellular methods and those produced by
classical methods;
2. Information about the process used to produce a GM organism is... not a
useful criterion for determining whether the product requires less or more
oversight;
3. No conceptual distinction exists between genetic modification of plants and
microorganisms by classical methods or by molecular techniques... ;
4. Crops modified by molecular and cellular methods should pose risks no different
from those modified by classical methods for similar traits... ; and
5. In many respects, molecular methods resemble the classical methods for
modifying particular strains62for microorganism, but [are even more useful
than the classical methods.]

These underlying tenets have had numerous implications for U.S. GMO
policy in both the domestic and the international arenas. A few examples of
policy driven by these tenets will serve to illustrate the pro-GMO attitude of the
United States, as distinguished from the precautionary approach.
B.

U.S. REJECTION OF THE PRECAUTIONARY PRINCIPLE IN INTERNATIONAL
AGREEMENTS

The United States has, since the early 1990s, resisted application of the
precautionary principle in international environmental agreements. The United
States has accepted certain international agreements that contain some references
to the precautionary principle in health or environmental protection, such as the
1987 Montreal Protocol on Substances that Deplete the Ozone Layer,6 3 the 1992
Rio Declaration, 64 and the 1995 Agreement on Sanitary and Phytosanitary
Measures.65 However, in addition to the Convention on Biodiversity and the

62. Id. at 6755. For additional statements of the first Bush administration's view of risk and tenets of
oversight, see DAN QUAYLE, PRESIDENT'S COUNCIL ON CoMPETmvENEss, REPORT ON NATIONAL BIOTECHNOLOGY
POLICY (1991).
63. Montreal Protocol on Substances that Deplete the Ozone Layer, Sept. 16, 1987, 1522 U.N.T.S. 3. The
sixth preambular paragraph of the Protocol states that the parties were "[determined] to protect the ozone layer
by taking precautionary measures to control equitably total global emissions of substances that deplete it, with
the ultimate objective of their elimination on the basis of developments in scientific knowledge..." Id.
Chlorofluorocarbons (CFCs) and halons had been linked to global warming, but without scientific certainty of a
direct link to human health or environmental harm. The Protocol included firm national commitments regarding
regulatory control of CFCs (arts. 2A & 2C) and halons (art. 2B). Id.
64. U.N. Conference on Environment and Development, Rio Declaration on Environment and Development,
Principle 15, June 14, 1992, U.N. Doc. AICONF.151/5/Rev.1 ("In order to protect the environment, the
precautionary approach shall be widely applied by States according to their capabilities. Where there are threats
of serious or irreversible damage, lack of scientific certainty shall not be used as a reason for postponing
cost-effective measures to prevent environmental degradation.") [hereinafter Rio Declaration].
65. Agreement on the Application of Sanitary and Phytosanitary Measures, Apr. 15, 1994, Marrakesh
Agreement Establishing the World Trade Organization, Annex A, availableat http://www.wto.org/english/docse/
legal_ e15-sps.pdf [hereinafter SPS Agreement]. The scope of the precautionary principle in the SPS is unclear,
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Cartagefia Protocol on Biosafety, discussed below, the United States has refused
to sign the 1989 Basel Convention regarding hazardous wastes,66 the 1997 Kyoto
Protocol regarding carbon dioxide emissions,67 and the 2001 Stockholm Convention
on Persistent Organic Pollutants,68 all of which incorporate the precautionary principle.
The United States has stated that it accepts that precautionary measures or a
precautionary approach may be adopted to regulate risk. The United States
contests, however, the existence of a precautionary principle as a legal norm
trumping provisions in existing agreements.6 9 Scholars have debated whether the
U.S. regulatory policy as a whole is more or less precautionary than other developed
nations, 70 and U.S. scholars have noted that U.S. resistance to the precautionary
principle is complex, involving epistemological and procedural concerns relating to
risk assessment generally, beyond the substance of the matter being regulated.7 1
Nevertheless, the U.S. attitude toward the precautionary principle is at odds with most
nations in international agreements affecting the environment.
C.

FAILURE TO RATIFY THE CONVENTION ON BIODIVERSITY

The United States is the only party to the negotiations of the Convention on
Biological Diversity ("CBD") 72 that has failed to ratify the treaty.73 As a

however. Article 2.2 provides that SPS measures may not be maintained "without sufficient scientific evidence."
This requirement is made subject, however, to Article 5.7, which provides that, "in cases where relevant
scientific evidence is insufficient," members may adopt SPS measures provided that they seek the additional
necessary scientific evidence "within a reasonable period of time." Id.
66. See generally Basel Convention on the Control of Transboundary Movements of Hazardous Wastes and
Their Disposal, March 22, 1989, 1673 U.N.T.S. 126. Because of its requirement of prior informed consent for
shipments of hazardous wastes, the Basel Convention has been recognized as the first international treaty
codifying the precautionary principle for prevention of pollution. See David B. Dixon, TransnationalShipment
of Nuclear MaterialsBy Sea: Do CurrentSafeguardsDeny Coastal States a Right To Deny Innocent Passage?,
16 J. TRANSNAT'L L. & POL'Y 73, 81-82 (2006).
67. See generally Kyoto Protocol to the United Nations Framework Convention on Climate Change, Dec. 11,
1997, U.N. Doc. FCCC/CP/19971L.7/Add.1 (entered into force Feb. 16, 2005).
68. See generally Stockholm Convention on Persistent Organic Pollutants, arts. 1, 8(9), Annex C Part V(B),
May 22, 2001, U.N. Doc. UNEP/POPS/CONF/2 (entered into force May 17, 2004) [hereinafter Stockholm
Convention]. Article 1 of the Stockholm Convention states, "Mindful of the precautionary approach as set forth
in Principle 15 of the Rio Declaration on Environment and Development, the objective of this Convention is to
protect human health and the environment from persistent organic pollutants." Id. at 534.
69. See Sabrina Shaw & Risa Schwartz, Trade and Environment in the WTO: State of Play, 36 JOURNAL OF
WORLD TRADE 129, 142 (2002).
70. Compare Theofanis Christoforou, The PrecautionaryPrinciple,Risk Assessment, and the Comparative
Role of Science in the European Community and the US Legal Systems, in GREEN GIANTs? ENVIROMENT.AL
POLICIES OF THE UNrrED STATES AND THE EUROPEAN UNION 17-52 (Norman J. Vig & Michael (. Faure, eds.
2004) [hereinafter GREEN GIANTS] with Jonathan B. Wiener, Convergence, Divergence, and Complexity in US
and EuropeanRisk Regulation, in GREEN GIANTs at 73-110.
71. See, e.g., Cass Sunstein, Beyond the PrecautionaryPrinciple, 151 U. PA. L. REv. 1003 (2003).
72. United Nations Convention on Biological Diversity art. 19, June 5, 1992, 1760 U.N.T.S. 79, U.N. doc.
DPI/1307 art. 19, [hereinafter CBD].
73. Convention on Biological Diversity, List of Parties, http://www.cbd.int/convention/parties/list.shtml
(hereinafter CBD List of Parties).
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non-member of the CBD, the United States also is not eligible to sign the Cartagefia
Protocol on Biosafety ("Cartagefia Protocol"), 74 which was called for by the CBD.
The Preamble to the CBD affirms that the conservation of biological diversity
is a "common concern of humankind" and that nations are responsible for
conserving their biological diversity and for using their biological resources in a
sustainable manner.75 The CBD contemplated what became the Cartagefia
Protocol in Article 19, which called for the Parties to craft a protocol to address
the safe use and transfer of "living modified organism[s]" (LMOs) derived from
GMOs which are likely to have adverse environmental impacts that could affect
the conservation and sustainable use of biological diversity, 76 taking into account
the risks to human health.
The Cartagefia Protocol provides for, among other things, an Advanced
Informed Agreement procedure requiring consent of the importing country to
shipments containing LMOs; 77 the provision of information to a Biosafety
Clearinghouse; 78 and preambular clauses regarding the relationship between the
Protocol's rules and other international agreements, such as the trade provisions
of the GATT.79 Although not eligible to sign the Cartagefia Protocol, the United
States participated in its drafting as a member of an ad hoc group of experts, and
managed to narrow the agreement's scope to exclude pharmaceuticals altogether
and commodities from early drafts. 80
The CBD was initiated in 1987 when the United Nations Environmental Program
convened a working group on biodiversity to debate an "umbrella" convention that
would rationalize the activities under existing treaties concerning international wildlife
and habitat conservation. 81 Formal negotiations began in 1991 and the draft treaty was
opened for signature at the United Nations Conference on Environment and Development at Rio de Janeiro on June 2, 1992.82

74. Cartagefia Protocol on Biosafety to the Convention on Biological Diversity, Jan. 29,2000,2226 U.N.T.S.
257 [hereinafter Cartagefia Protocol].
75. CBD, supra note 72, Preamble.
76. Id. art. 19(3).
77. Cartagefia Protocol, supra note 74, arts. 7-10, 12.
78. Id. art. 20.
79. Id. preamble, cls. 9-11 ("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").
80. Secretariat of the Convention on Biological Diversity, Cartagefia Protocol on Biosafety Status of
Ratification & Entry Into Force, http://www.biodiv.orgfbiosafety/signinglist.asp (last visited July 14, 2003)
[hereinafter Cartagefia Status of Ratification & Entry Into Force]. See also Robert F. Blomquist, Ratification
Resisted: UnderstandingAmerica's Response to the Convention ofBiological Diversity,1989-2002, 32 GOLDEN
'GATE U. L. REv. 493,499 (2002).
81. DAvID HuNTER ET AL., INrERNATIO NAL ENviRoNErrAL LAW 932 (2d ed. 2002) [hereinafter HUmmR
ET AL., 2D ED.].

82. Id. at 933.

2008]

THE NEW IMPERIALISM

The Senate, on April 7, 1992, passed a resolution promoting the need for the
United States, in conjunction with the international community, to take a
leadership stance at the upcoming Rio conference, including on issues relating to
biodiversity. 83 Just days before the summit was scheduled to convene, President
Bush had not committed even to attend the summit.' Ultimately, the United
85
States was the only developed country which refused to sign the CBD at Rio.
A leading treatise stated that the United States' failure to sign the CBD at Rio
was "a public relations nightmare for the United States and then-President
George Bush.",86 In particular, the press obtained a copy of a confidential
memorandum to the White House from EPA Administrator William Reilly, the
United States' representative in Rio. In the memo, Reilly proposed that the
United States sign the treaty with only minor modifications. The Bush Administration rejected Reilly's proposal and the memorandum was leaked to the press by
"an official opposed to Mr. Reilly's position' 87 in an apparent attempt to
88
undermine Mr. Reilly's credibility with other delegations in Rio.
After taking office, President Clinton reversed the position of the Bush
Administration and signed the CBD on June 4, 1993.89 On November 19, 1993,
President Clinton transmitted the CBD to the Senate. 90 On June 29, 1994, the
Senate Foreign Relations Committee recommended to the Senate that it ratify the
CBD, 91 and on July 11, 1994, the committee reported proposed Senate Resolution 239, which expressed the sense of the Senate regarding conditions for
continued U.S. participation and ratification of the CBD. 92 Although substantial
debate occurred in the Senate in 1994 about the merits of the CBD and
international biodiversity protection, the Republican-controlled 104 th Congress
prevented consideration of the unratified CBD.93 The Senate has not called for
ratification of the CBD since.9 4
President Bush's reasons for refusing to sign the CBD, and the reasons for the

83. See 138 CONG. REc. § 4897 (daily ed. Apr. 7, 1992). The proposed resolution, Senate Concurrent
Resolution 89-Relative to the U.N. Conference on Environment and Development, was eventually passed as
House Concurrent Resolution 292, with the substituted text of Senate Resolution 89. The vote was 87 to 11 with
all "nay" votes cast by Republican Senators. See id.
84. See Blomquist, supra note 80 at 519 (quoting remarks of Sen. Kerry).
85. HUNrER Er AL., 2D ED., supra note 81, at 933.
86. DAVID HUNTER ET AL., INTERNATIONAL ENVIRONMENTAL LAW 958 (1998).
87. Keith Schneider, The Earth Summit: White House Snubs U.S. Envoy's Plea to Sign Rio Treaty,
N.Y. TIMES, June 5, 1992, available at http://query.nytimes.com/gst/fullpage.html?res=9EOCE6DC163

FF936A35755COA964958260.
88. Id.
89. 141 CONG. REc. S4804 (1995).

90.
91.
92.
93.
94.

Convention on Biological Diversity, June 4, 1993, S. TREATY Doc. No. 103-20.
140 CONG. REc. D759 (daily ed. June 29, 1994).
140 CONG. REc. 58484 (daily ed. July 11, 1994).
See 141 CONG. REc. S16402 (daily ed. Oct. 31, 1995) (statement by Sen. Sarbanes); 142 CONG. REc. S11257.
Blomquist, supranote 80, at 559. See generally http://thomas.loc.gov.
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failure of the Senate to ratify it, have been the subject of debate.9 5 The Reilly
Memorandum stated that "the United States' decision not to sign the CBD was
based not on objection to its conservation provisions, but on 'our financial and
legal concerns related to a proposed regime to single out as especially unsafe
biotechnology, and language suggesting that intellectual property rights are
subordinate to other rights recognized in the Treaty.' 96 One thorough study of'
the Senate debates on the CBD and international biodiversity protections in the
early 1990s more generally concludes that there are four primary contributing
factors to the Senate's failure to ratify the CBD: traditional institutional tension
between the president and the Congress concerning foreign affairs; conservative
concern about the proliferation of international environmental law; U.S. corporate interests in maximizing biotechnology profits; and concerns about the ability
of international lawmaking to deal with the regulation of transboundary effects of
environmental problems.9 7
The United States' failure to ratify the CBD (and thus the Cartagefia Protocol)
may have limited practical effect for. advocates seeking to bring a claim for
environmental harm from GMO contamination. Although those treaties expressly
create obligations relating to GMOs, they do not yet provide for a dispute
resolution mechanism for alleged violations. 98 The United States' refusal, however, puts it starkly at odds with the international community-the CBD has been
ratified or acceded to by 190 parties, 99 and the Cartagefia Protocol by 143.100
But the failure to ratify the CBD has had some concrete ramifications: In the
EC-Biotech case before the WTO, the Panel rejected an argument by the
European Community that it should consider rules of international environmental
law established by the CBD (ratified by the EC, Argentina and Canada, and
signed by the United States) and the Cartagefia Protocol (ratified by the EC and
signed by Argentina and Canada). The Panel held that the Vienna Convention on
the Law of Treaties, which governs the force to be given .to other international
agreements, indicated that international law rules should be taken into account in
WTO rulings, but that the rule was limited to treaties "applicable in the relations
between the parties." Because the CBD and the Biosafety Protocol did not have
the force of law in all Member countries to the dispute, the Panel held that it
could, but was not required, to take those treaties into account. With little
-

95. See, e.g., Blomquist, supra note 80, at 560-85.
96. 138 Cong. Rec. S11,050 (1992) (citing Memorandum from William Reilly to all EPA Employees Re:

Reflections on the Earth Summit).
97. Blomquist, supra note 80, at 559-70.
98. Cartagefia Protocol, supra note 74, art. 27. Pursuant to Article 27 of the Cartagefia Protocol, an ad hoc
working group on liability and redress is in the process of drafting standards for liability and redress. For
working group summary and related documents, see Convention on Biological Diversity, Liability & Redress,
http://www.cbd.int/biosafety/issues/liability.shtml.
99. CBD List of Parties, supra note 73.
100. Cartagefia Status of Ratification & Entry into Force, supra note 80.
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explanation, the Panel held it was not necessary or appropriate to rely on these
treaties in the present case.'0 1
D. LABELING
The FDA's 1992 Statement of Policy determination that there is "no material difference between genetically-modified foods and other food" effectively
precluded mandatory labeling in the United States. The Federal Food, Drug,
and Cosmetic Act ("FFDCA") grants the FDA authority to require labeling of
foods only in limited circumstances. In general, foods shall be deemed misbranded if their labeling "fails to reveal facts. . . material with respect to
consequences which may result from the use of the article to which the
labeling... relates under the conditions of use prescribed in the labeling.., or
under such conditions of use as are customary or usual." 102 In addition, the
a food is misbranded if "its labeling is false or misleading in
FFDCA states 'that
10 3
particular."
any
The FDA, following the Bush administration's guidance in the Final Statement
of Scope, adopted a product-based, rather than process-based, approach to GM
regulation as a whole. For example, ingredients added to "traditional" foods must
be approved by the FDA as food additives or must be generally recognized as safe
(GRAS). In the case of "traditional" foods, the burden is on the producer to
establish that the product is eligible to be treated as GRAS, or to go through the
process for approval of the product as a food additive. 1°4 In the case of GM
products, however, the FDA in 1992 announced a policy that most GM products
were presumed or likely to be GRAS, and therefore not subject to food additive
review.10 5 The FDA stated that its focus in evaluating safety was the "characteris10 6
tics of the food product, rather than the fact that the new methods are used,"'
and referred to the Administration's Final Statement of Scope in explaining its
policy. 107

This product-based focus by the FDA, based on the Administration's Final
Statement of Scope, in turn influenced its views on mandatory and voluntary
labeling of GM products. In its 1992 Statement of Policy and again in a 2001

101. EC-Biotech, supranote 7, 7.95.
102. 21 U.S.C. § 321(n) (2007).

103. 21 U.S.C. § 343(a)(1) (2007).
104. 21 U.S.C. § 321(s) (2007).
105. Statement of Policy: Foods Derived From New Plant Varieties, 57 Fed. Reg. 22,984 (May 29, 1992). As
Marden states, "On its face, this presumption was logical. In explicitly stating its GRAS presumption, however,
the approach was different than FDA's approach to conventional food ingredients. There, the burden is always
on the manufacturer, in the first instance, to establish that any altered ingredients remain GRAS (or are approved
as food additives)." Marden, supra note 53, at 749.
106. Statement of Policy: Foods Derived From New Plant Varieties, 57 Fed. Reg. at 22,984-95.
107. FDA Regulation for Food Products Derived from Genetically-Altered Plants: Points to Consider,
available at http://www.netlink.de/gen/druker/FDAdocs/21/fdaptcp.pdf.
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Guidance for Industry, the FDA took the position that foods produced through
bioengineering do not have to be labeled as such because the FDA has no basis
for concluding that bioengineered foods differ from other foods in any meaningful or uniform way or that, as a class, foods developed by the new techniques
present any different or greater safety concern than foods developed by traditional plant breeding."10
The 1992 FDA Statement of Policy was challenged in Alliance for BioIntegrity v. Shalala10 9 on several grounds, including an argument that the policy
violated the FFDCA by failing to require labeling. In addition, the plaintiffs
challenged the Statement of Policy on grounds that the policy was actually a rule
and should have been subject to notice and comment procedures, and that the
agency's determination that GMOs are subject to GRAS treatment was arbitrary
and capricious.
The plaintiffs argued that consumer demand for the information that a product
was genetically engineered was "material" within the meaning of the statute. The
court rejected this argument, accepting the agency's interpretation that there is no
material difference between GMOs and non-GMOs. The court stated that any
alternative agency reading of the FFDCA-requiring labeling-might in fact
violate the statute. 110
Plaintiffs fail to understand the limitation on the FDA's power to consider
consumer demand when making labeling decisions because they fail to
recognize that the determination that a product differs materially from the type
of product it purports to be is a factual predicate to the requirement of labeling.
Only once materiality has been established may the FDA consider consumer
opinion to determine whether a label is required to disclose a material fact.

Thus, "if there is a [material] difference, and consumers would likely want to
know about the difference, then labeling is appropriate. If, however, the
product does not differ in any significant way from what it purports to be, then
it would be misbranding to label the product as different, even if consumers
misperceived the product as different." The FDA has already determined that,
in general, rDNA modification does not "materially" alter foods ... this
determination is entitled to deference. Given thesefacts, the FDA lacks a basis
upon which it can legally mandate labeling, regardlessof the level of consumer
demand.111

The sum total of U.S policies regarding GMOs-including initial regulatory
assumptions, reaction to the precautionary principle in international agreements,
failure to ratify the CBD, and domestic labeling policy-results in a reality in
which adventitious presence of GMOs is inevitable in the food and seed stocks in
108.
109.
110.
111.

See Draft Guidance for Industry on Voluntary Labeling, supra note 10.
Alliance for Bio-Integrity v. Shalala, 116 F. Supp. 2d 166 (D.D.C. 2001).
Id. at 178.
Id. at 179 (emphasis added, citation omitted).

2008]

THE NEW IMPERIALISM

the United States, and increasingly in other countries that do not produce GMOs
in large quantities, and in some cases do not desire them. Far from being
value-neutral, this pro-GMO policy is based on policy decisions made according
to the rules of the U.S. democratic bargain. Because of the fact of adventitious
presence, that policy decision is being quietly spread to other countries where the
people, through their respective political processes, have determined that GMOs
are unwelcome, or in which the issue has yet to be settled.
IV. THE

NEW IMPERIALISM:

U.S. GMO

POLICY AND THE INTERNATIONAL

RIGHT OF SELF-DETERMINATION

By introducing unwanted GM products into the food supply of nations that
have not yet had the opportunity to arrive at political solutions for dealing with
those products, U.S. GMO policy creates the same effect as the intrusions by
foreign sovereigns that motivated the international recognition of the right to
self-determination. This section considers this right as a potential definition of
harm in actions alleging international GM contamination.
A.

THE LIMITS OF ENVIRONMENTAL HARM AS A CAUSE OF ACTION

Although it failed to ratify the agreements that most clearly regulate GMOsthe CBD and the Cartagefla Protocol-the United States did sign the Rio
Declaration on Environment and Development,' 12 which re-affirmed the status of
international environmental law articulated by the Stockholm Declaration in
1972.1 3 Principle 13 of the Rio Declaration declares that "states shall develop
national law regarding liability and compensation for the victims of pollution and
other environmental damage." 4 The Rio Declaration is non-binding "soft
law" 115 and thus cannot, by itself, provide a basis for international liability for
GMO contamination. Nevertheless, by stating the aspirations of the parties that
signed it, Rio Principle 13 may provide some support for another theory of
liability based on the environmental harm theory of adventitious presence. Even
so, it is not clear whether GMO contamination is the type of "environmental
damage" contemplated by Principle 13, or whether the current U.S. liability
scheme, which offers recovery under the common law but not by statute, would
satisfy the goals of Principle 13.116
The Rio Declaration contains two principles that may be relevant to protection
from GMOs. Principle 2 essentially restated Principle 21 of the Stockholm

112. Rio Declaration, supra note 64.
113. United Nations Conference on the Human Environment, June 5-16, 1972, Stockholm Declarationand
Action Plan, U.N. Doc. A/CONF.48/14/Rev. 1 (June 16, 1972) [hereinafter Stockholm Declaration).
114. Rio Declaration, supra note 64, Principle 13.
115. HuNTER ET AL., 2D ED., supra note 81, at 189.
116. Endres, "GMO", sypra note 24, at 497-99.
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Declaration, adding recognition for development as well as environmental
policies:
States have, in accordance with the charter of the United Nations and the
principles of international law, the sovereign right to exploit their own resources pursuant to their own environmental policies, and the responsibility to
ensure that activities within their jurisdiction or control do not cause damage to
the environment
of other States or of areas beyond the limits of national
17

jurisdiction.'

In addition, Principle 13 of the Rio Declaration provides that "States shall
develop national law regarding liability and
compensation for the victims of
' 18
pollution and other environmental damage."
Even if the Rio Declaration's principles were held to place additional obligations on the United States, advocates would be likely to run into the same
problem that befalls all GMO actions based on a theory of environmental harm,
the speculative nature of the claim of risk of substantial environmental harm. In
the Trail Smelter Arbitration,a seminal case dealing with transboundary environmental damage, the arbitral tribunal ruled on a claim of transboundary environmental damage in Washington state by a company in British Columbia, Canada.11 9
The case, which preceded the Stockholm Declaration by thirty years, was based
on the general international law principle of a state's responsibility not to injure
other territories. 120 The tribunal held that a state owes a duty to protect other
states against injury by individuals in its territory, and that this included
environmental injury.1 2 1 However, protection was limited to injuries of "serious
consequence" established by clear and convincing evidence. 122 This limitation on
the scope of the injury protected against would likely exclude claims for GMO
contamination, at least until serious environmental injury from such contamination is established.
Other treaties not applicable to the United States also expressly allocate
liability for GMO contamination, such as the Council of Europe's Convention on
Civil Liability for Damage Resulting from Activities Dangerous to the Environment. 123 The Convention defines dangerous activities to include the "production,

117. Stockholm Declaration,supra note 113, Principle 21. It is arguable whether Principle 2 of the Rio
Declaration withdrew from the scope of environmental protection of the Stockholm Declaration by expressly
protecting development policy. See Franz Xaver Perrez, The Relationshipbetween "PermanentSovereignty"
and the Obligationnot to Cause TransboundaryEnvironmentalDamage, 26 ENvTL. L. 1187, 1203-04 (1996).
118. Rio Declaration, supra note 64, Principle 13.
119. The Trail Smelter Case (U.S. v. Can.), 3 R.I.A.A. 1911 (Penn. Ct. Arb. 1941).
120. Specifically, "a state is bound to prevent such use of its territory... which is unduly injurious to the
inhabitants of the neighbouring state." R.Y. Jennings, OPPENHEIM'S INT'L LAW 564 (Robert Jennings & Arthur

Watts eds., Longmans 9th ed. 1993) (1992).
121. The Trail Smelter Case (U.S. v. Can.), 3 R.I.A.A. 1911 (Penn. Ct. Arb. 1941).
122. Id.

123. Convention on Civil Liability for Damage Resulting from Activities Dangerous to the Environment,
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handling, storage, use or discharge. .*. of genetically modified organisms."' 124
The Convention invokes the strict liability regime of the "polluter -pays principle," and requires individuals to carry adequate liability insurance or make
payments into national compensation funds. 125 Such treaties, although not
directly binding on the United States, might be instructive as to the scope of an
international law right to freedom from transboundary environmental harm.
B.

THE U.N. COVENANTS AND THE RIGHT TO SELF-DETERMINATION

The political harm theory of GMO contamination can be derived from the right
of self-determination. Unlike a theory of environmental harm, protection from
political harm is a settled right of international law that is binding on the United
States and other pro-GMO countries. 126 The most definitive legally binding
statement of the contemporary right of self-determination can be found in the
United Nations International Covenant on Civil and Political Rights and the
International Covenant on Economic, Social and Cultural Rights, which entered
into force in 1976.127 Article 1 of both covenants identically provide:
Article 1
1. All peoples have the right of self-determination. By virtue of that right they
freely determine their political status and freely pursue their economic,
social and cultural development.
2. All peoples may, for their own ends, freely dispose of their natural wealth'
and resources without prejudice to any obligations arising out of international economic co-operation, based upon the principle of mutual benefit,
and international law. In no case may a people be deprived of its own means
of subsistence.
3. The States Parties to the present Covenant, including those having responsibility for the administration of the Non-Self-Governing and Trust Territories, shall promote the realization of the right of self-determination, and
shall respect that right,
in conformity with the provisions of the Charter of
128
the United Nations.

June 21, 1993, 32 I.L.M. 1228.
124. Id. ch. I, art. 2, at 1231.
125. Id. ch. 11,art. 12, at 1235.
126. See Hurst Hannum, Rethinking Self-Determination, 34 VA. J. INT'L L. 1, 31 (1993). "Formal statements
by governments, the adoption by consensus of numerous United Nations resolutions, and the fact that more than
half of the world's states have accepted the right of self-determination through their adherence to one or both of
the United Nations covenants on human rights would seem to confirm the existence of self-determination as a
norm of international law." Id. [citations omitted].
127. United Nations, International Covenant on Civil and Political Rights, adopted Dec. 19, 1966, 999
U.N.T.S. 171; United Nations, International Covenant on Economic, Social and Cultural Rights, adopted Dec.
16, 1966, 993 U.N.T.S. 3 [hereinafter ICESCR].
128. E.g., ICESR, supra note 127, at 5.
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The principle arose in the context of decolonization after World War 11,129 and
contemporary debate over the scope of the right centers on the definition of
"peoples" and whether the right of secession applies outside the decolonization
context. 130 While this aspect of the right to self-determination is unsettled, its
history suggests that its content has always been based on the right to democratic
self-government. As one commentator noted, the controversy over the secession
question "does not mean that other aspects of the right of self-determination are
also so limited ...Both the right of a people organized as a state to freedom from
external domination and the right of the people of a state to a government that
reflects 1their wishes are essential components of the right of self-determina13
tion.
These two aspects of the right-sometimes referred to as "external" and
"internal" self-determination

132

-are well-founded in the history of the develop-

ment of the right in international law. This aspect of the right provides support for
the argument that pro-GMO policy and GMO contamination undermine sovereign political will with regard to GMOs and thus deprive countries of the right to
self-determination free from foreign interference. The fact that the prodemocratic basis, both internal and external, of the right is well-settled provides
strong grounds for a novel application of the principle to GMO contamination
and its political consequences.
Through the advocacy of President Woodrow Wilson and others, the concept
of self-determination entered international law after World War 1.133 Wilson's
draft of the Covenant of the League of Nations expressly included the principle as
integral to government by consent:
The Contracting Parties unite in guaranteeing to each other political independence and territorial integrity but it is understood between them that such
territorial adjustments, if any, as may in the future become necessary by reason
of changes in present racial and political relationships, pursuant to the principle
of self-determination, and also such territorial adjustments as. may in the
judgment of three-fourths of the delegates be demanded by the welfare and
manifest interest of the people concerned, may be effected if agreeable to those
peoples; and that territorial changes may in equity involve material compensation. The Contracting Powers accept without reservation the principle that the
peace of the world is superior
in importance to every question of political
34
jurisdiction or boundary.'

129. See Hannum, supra note 126, at 12.
130. Id.at31.
131. Id.at33.
132. See id.at 33-34; Sikander Shah, An In-Depth Analysis of the Evolution of Self-Determination under
International Law and the Ensuing Impact on theKashmiri Freedom Struggle,Past and Present, 34 N. Ky. L.
REV. 29, 30 (2007) (defining "internal" self-determination).
133. Shah, supra note 132, at 30.
134. KARL JosEF PARTSCH, Fundamental Principles of Human Rights: Self-determination, Equality and
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Though the last sentence clearly indicates that the primary purpose, and
limiting principle, behind the theory of self-determination was peace, Wilson
elsewhere emphasized that the principle was justified by the value of democratic
government. "National aspirations must be respected; peoples may now be
dominated and governed only by their own consent. 'Self-determination' is not a
mere phrase. It is an imperative principle of action, which statesmen will
1 35
henceforth ignore at their peril.,
The history of the right of self-determination also illustrates that the right,
fundamentally concerned with self-government, expressly includes the right to
control the development of the local economy and culture free from foreign
domination, and use of natural resources free from foreign interferenceprecisely the argument that GMO advocates may use to underscore the political
harm flowing from U.S. pro-GMO policy and resulting contamination. That right
has been expressly protected in numerous U.N. declarations, in both the decolonization and post-colonial political contexts.
An early example is the U.N. General Assembly's 1960 Declaration on the
Granting of Independence to Colonial Countries and Peoples. Although immediately concerned with decolonization, operative paragraph 2 states that "[a]ll
peoples have the right to self-determination; by virtue of that right they freely
determine their political status and freely pursue their economic, social and
cultural development." 136 The final paragraph
reaffirms "the sovereign rights of
' 137
all peoples and their territorial integrity."
Ten years later, the U.N. Declaration on Principles of International Law
Concerning Friendly Relations and Co-operation Among States in Accordance
138
with the Charter of the United Nations ("Declaration on Friendly Relations")
reaffirmed the broad right to self-determination in a political context concerned
more with foreign military intervention than decolonization. While concerned
with a broad range of issues, the section on equal rights and self-determination
provides:
By virtue of the principle of equal rights and self-determination of peoples
enshrined in the Charter of the United Nations, all peoples have the right freely
to determine, without external interference, their political status and to pursue

Non-Discrimination,in THE INTERNATIONAL DMENSIONS OF HUMAN RIGHTS 61, 63 (Karel Vasak & Philip Alston
eds., 1982) (quoting Woodrow Wilson).
135. Woodrow Wilson, War Aims of Germany and Austria, Address Delivered at a Joint Session of the Two
Houses of Congress Discussing the German & Austrian Replies to the Statement of Allied War Aims (Feb. 11,
1918), in 1 THE PUBLIC PAPERS OF WOODROW WILSON: WAR AND PEACE 177, 180 (Ray Stannard Baker &
William E. Dodd eds., 1927).
136. G.A. Res. 1514, at 67, U.N. GAOR, 15th Sess., Supp. No. 16, U.N. Doc. A/4684 (Dec. 14, 1960)
(emphasis added).
137. Id.
138. G.A. Res. 2625, at 121, U.N. GAOR, 25th Sess., Supp. No. 28, U.N. Doc. A/8082 (Oct. 24, 1970).
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their economic, social and cultural development, and every State has3 9the duty
to respect this right in accordance with the provisions of the charter.'

The Declaration on Friendly Relations further provides: "All states enjoy
sovereign equality... In particular, sovereign equality includes the following
elements: ... (d) The territorial integrity and political independence of the State

to choose and develop its
are inviolable; (e) Each State has the right freely
140
systems."'
cultural
and
economic
social
political,
The type of intervention that will be considered to violate international law is
unsettled; the Doctrine on Friendly Relations is facially concerned primarily with
military or other overt intervention. 14 1 However, later resolutions make clear that
the duty of non-intervention is not strictly limited to armed intervention. For
example, U.N. Resolution 31/91, "Non-interference in the Internal Affairs of
States,' 4 2 observes that a "wide range of direct and indirect techniques, including withholding assistance ....

subtle and sophisticated forms of economic

coercion, subversion and defamation with a view to destabilization, are being
mobilized against Governments." The resolution affirms the principle of selfdetermination and denounces "any form of interference, overt or covert, direct or
indirect ... by one State or group of States and any act of military, political,
economic or other form of intervention in the internal or external affairs of other
States.'

43

Moreover, as stated in the ICCPR and the ICESCR, the type of foreign
interference that may be held to abridge the right to self-determination expressly includes acts by multi-national corporations interfering with another
State's use and development of its natural resources. As set forth above, Article
1(2) of both Covenants provides that, "[aill peoples may, for their own ends,
freely dispose of their natural wealth and resources... In no case may a people

139. Id. at 123 (emphasis added).
140. Id. at 124.
141. See Thomas J. Jackamo III, Note, From the Cold War to the New Multilateral World Order: The
Evolution of Covert Operations and the Customary InternationalLaw of Non-Intervention, 32 VA. J. INT'L L.
929 (1992). As Jackamo notes, the Friendly Relations Declaration "fails to define the scope of illegal
interventions--outside of a few nondescript statements concerning 'military, political, economic ... coercion.'" Id.
at 964. In the lawyerly words of a legal advisor for the U.S. Mission to the United Nations during the drafting of
the Declaration, its purpose was "to clarify the standards and thereby to make more accurate the evaluation by
states of how far they can go without provoking a reaction arising out of another state's view of what is
acceptable" and to "assist[] a state in understanding more precisely what sort of encroachments on its actions or
interests it is expected to accept as a consequence of the interdependent nature of the world and how it may react
to those which it is not expected to accept." Robert Rosenstock, The Declarationof Principlesof International
Law ConcerningFriendly Relations:A Survey, 65 Am. J. INT'L L. 713, 715-16 (1971).
142. G.A. Res. 31/91, at 42, U.N. GAOR, 31st Sess., Supp. No. 39, U.N. Doc. A/31/39 (Dec. 14, 1976).
143. Id. (emphasis added). Although Resolution 31/91 does not provide non-military examples, another
resolution, the Declaration on the Inadmissibility of Intervention and Interference in the Internal Affairs of
States, G.A. Res. 36/103,at 79, U.N. GAOR, 36th Sess., Supp. No. 51, U.N. Doc. A/36/51 (Nov. 24, 1981),
denounces more subtle intervention in the form of interference with the mass media of another State.
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be deprived of its own means of subsistence."'

44

This right was elaborated in

U.N. General Assembly Resolution 1803 (XVII).1 45 That resolution declares that

the "exploration, development and disposition of such [natural] resources, as well
as the import of the foreign capital required for these purposes, should be in
conformity with the rules and conditions which the peoples and nations freely
consider to be necessary or desirable." 146 The principle is limited to uses of such
resources "in the interest of their national
development and of the well-being of
147
the people of the State concerned."'
The exploitation of colonial territories' resources was at the heart of the
colonial enterprise, and the right to permanent sovereignty over natural resources, enshrined within the right to self-determination, arose from the controversy over the relative rights of those corporations, former colonial governments,
and newly independent territories to use those resources. While the scope of that
right has been developed in the decolonization context, 148 obvious parallels exist
for challenging GMO policies of developed countries. While it is U.S. policy that
allows for GMO proliferation, multinational corporations are the vehicle for their
spread-wanted and unwanted-to other countries, forcing political accommodation of GMOs without democratic political support for their presence.
V. LEGAL STRATEGIES TO ARREST

A.

GM

CONTAMINATION

THE STATE OF PLAY

Advocates of a more precautionary approach to GMOs are working to limit the
spread of GMOs to those regions, and to markets within regions that actually
desire them and to create some accountability among the proponents of these
products for losses due to their uncontrolled spread. In recent litigation, plaintiffs
have successfully challenged the USDA's failure to evaluate the environmental
impacts of experimental GMO plantings it has permitted, including the agency's
decision to place the burden of limiting contamination on the non-GM producer.149 Non-governmental organizations like. Greenpeace International and

144. E.g., ICESCR, supra note 127, at 5.
145. G.A. Res. 1803(XVII), U.N. GAOR, 17th Sess., Supp. No. 17, U.N. Doc. A/5217 (Dec. 14, 1962).
146. Id. at 15.
147. Id.
148. See, e.g., East Timor (Port. v. Austl.), 1995 I.C.J. 90 (June 30); Certain Phosphate Lands in Nauru
(Nauru v. Austl.), 1992 I.C.J. 240 (June 26) (preliminary Objections, Judgment).
149. See Geertson Farms Inc. v. Johanns, 2007 WL 1302981 (N. D. Cal. May 3,2007) (enjoining future planting of
Roundup Ready alfalfa pending completion of environmental impact statement but declining to enjoin harvesting of
existing planting); Int'l Ctr. for Tech. Assessment v. Johanns, 473 F Supp. 2d 9 (D.D.C. 2007) (vacating APHIS' denial
of noxious weed petition for genetically engineered grass and granting summary judgment on plaintiffs claims of NEPA
violation for failure to assess environmental impacts); Ctr. for Food Safety v. Johanns, 451 F Supp. 2d 1165 (D. Haw.
2006) (granting declaratory judgment that APHIS violated NEPA and ESA in failing to prepare environmental impact
statement on pharmaceutical-producing GMOs, but denying summary judgment on claim that permits were part of
official government policy); Ctr. for Food Safety v. Veneman, 364 F. Supp. 2d 1202, 60 ERC 1313 (D. Haw. 2005)

THE GEORGETOWN INT'L ENvTL. LAW REVIEW

[Vol. 21:37

GM Watch have begun to record and publish a register of cases of GM
contamination of non-GM crops and seed stocks, in part because reporting of
such incidents under the U.N. Convention on Biodiversity (CBD) and the
Cartagefia Protocol is insufficient. Even if reporting under those treaties were
improved, the United States-the primary producer of GMOs-is not a voting
party to those agreements and would not be subject to its reporting provisions. 150
Initiatives at the state and local level in the United States are burgeoning, with
mixed results. Some states have introduced legislation modeled after laws in
countries such as Germany and Denmark that shift liability for GMO contamination to parties other than the injured growers. 5 ' German law provides for strict
liability for economic injuries, which includes inability to place a crop on the
market, ability to market the crop only with a label referencing genetic modification, or inability to label a product as "organic." 152 Danish law pays injured
farmers the difference between the market prices of non-GMO and GMO crops,
drawing from a compensation fund financed by a tax per hectare planted with
GM crops. Civil and criminal liability under other Danish law is also available to
injured parties, and the government may seek recovery for monies paid from the
compensation fund. 153 No U.S. state (or the federal government) has yet passed
such a liability-shifting initiative.1 54 Some U.S. counties have exercised their
police powers to create GM-free zones or "grower districts," but a number of
states have passed legislation pre-empting such local actions. 155 In some states,
regulation of GMOs, especially rules for co-existence of GM and non-GM crops,
permitting voluntary grower districts
has been accomplished through legislation
156
commissions.
licensing
or crop-specific
On the international trade front, some question exists about the extent to which
existing trade agreements limit states' rights to restrict the entry of GMOs. In
EC-Biotech, the European Union and several of its member states argued to
the World Trade Organization that restrictions on GM imports were justified

(denying motion to dismiss on mootness grounds despite completion of planting and harvesting of pharmaceuticalproducing GMOs under challenged APHIS permit).
150. The United States signed but did not ratify the CBD. See discussion supra Part II.C. For a list of
signatories to the CBD, see CBD List of Parties, supra note 73. As a non-party to the CBD, the United States
was not eligible to sign the Cartagefia Prpotocol. Cartagefia Status of Ratification & Entry into Force, supra note
80; see also Blomquist, supra note 80.
151. See Endres, Coexistence Strategies, supra note 24, at 212-13.
152. Id.
153. Id. at 213.
154. See Pew Initiative on Food & Biotechnology, Legislative Activity 2001-2006 Related to Agricultural
Biotechnology, http://www.pewtrusts.orguploadedFiles/wwwpewtrustsorg/Fact-Sheets/Food-and-Biotechnology/
PIFBLegislativeTracker.pdf (last visited Nov. 1,2008).
155. See Endres, Coexistence Strategies, supra note 24, at 218-20. Regional bans on growing GMOs are
common among EU Member State plans for implementing Commission recommendations to develop
coexistence rules. Id. at 210-12.
156. See id. at 221-26.
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based on a precautionary approach. 157 Though argued on the basis of protecting against potential health and environmental harm, the quote from the
Oral Statement by the EC that opens this article shows that, at the heart of the
dispute, the EC objected to the overriding of its internal political process by U.S.
pro-GMO policy.
In EC-Biotech, three nations that produce and export genetically modified seed
products ("GMOs")-the United States, Canada, and Argentina (the "complaining parties")-challenged two EC directives and an EC regulation establishing a
pre-marketing approval process for GMOs in the EC. The directives provided a
multi-step process for approval, involving Member State and Community officials, of GMOs before they could be imported or marketed in the European
Union. EC Regulation 258/97 provides approval procedures relating to "novel
foods and novel food ingredients."
The parties did not dispute that, from October 1998 until the establishment of
the Panel in August 2003, the EC did not approve any biotech product applications. The complaining parties pointed to statements by several EC officials,
declaring a "moratorium" on approval of applications until the EC had updated
its labeling and traceability regulations. The complaining parties alleged that
this moratorium, both in general and as applied to specific product approval
applications, constituted a sanitary or phytosanitary ("SPS") measure that failed
to observe many of the requirements for SPS measures under the Agreement on
Sanitary and Phytosanitary Measures ("SPS Agreement"). In addition to challenging the moratorium, the complaining parties also challenged the "safeguard
measures" instituted by six EC member states: Austria, France, Germany, Greece,
Italy, and Luxembourg. Under the safeguard measures permitted by EC regulations, the EC member states limited the importation or marketing of certain
biotech products already approved by the EC.
The Panel held that the EC did, in fact, institute a moratorium on deciding
GMO applications from October 1998 until August 2003. The Panel found
especially persuasive a June 1999 declaration of the "Group of Five" countriesDenmark, Italy, France, Greece, and Luxembourg-which stated an intent by
those countries not to concede to the approval of any further GMO applications
until the EC updated its regulations pertaining to labeling and traceability of
GMOs. The Panel held that the Commission, while not necessarily in favor of the
Group of Five countries' declaration, did in fact fail to take steps necessary to
move applications through the approval process, 158 perhaps due to an awareness
of the lack of political support for such approvals.
The Panel held that the moratoria (both general and product-specific), unlike
the approval procedures themselves, were not SPS measures subject to the

157. EC-Biotech, supra note 7.
158. Id. 17.1273.
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requirements of the SPS agreement. 159 However, the Panel held that the moratoria did constitute "procedures to check and ensure the fulfillment of sanitary or
phytosanitary measures" as identified in Annex C(1)(a) of the SPS Agreement,
16
which provides that such measures must be undertaken "without undue delay." o
The Panel held that neither the perceived inadequacies of the EC regulatory
system on GMOs, nor the evolving science and application of a precautionary
approach, justified the lengthy delay in approval of applications in the EC from
1998 to 2003.161 The Panel held that a Member could take a precautionary
approach in compliance with Annex C(l)(a) by adopting substantive rules that
16 2
provided for provisional approvals or approvals subject to other conditions.
The Panel observed that not all moratoria would necessarily violate the "undue
delay" standard of Annex C(1)(a). For instance, a general delay might be justifiable if new scientific evidence were brought to light that conflicted with
available scientific evidence and affected the approval of all applications.163
With regard to the Member State safeguard measures at issue, however, the
Panel held that those measures were SPS measures subject to the substantive
requirements of the SPS Agreement. While Article 5.7 of the SPS Agreement
permits Members to adopt SPS measures "where relevant scientific evidence is
insufficient,""1 6 the Panel held that the EC Member States imposing the safeguard measures had not conducted separate risk assessments, and the risk
assessments conducted by the EC did not support the imposition of SPS
measures. Notably, the Panel held that the decision in the EC-Hormones case,
which permitted the imposition of SPS measures based on divergent scientific
where the divergent views were expressed within the
views, applied only to cases
65
same risk assessment.1
The effect of EC-Biotech on regulation of GMOs under the international trade
regime is limited. In favor of GMO exporters, the Panel did somewhat restrict the
ability of Members to impose SPS measures based on a perceived inadequacy of
the scientific evidence available, thus limiting the precautionary principle to
cases where the scientific evidence in a particular risk assessment is internally
inconsistent, or where there is insufficient evidence even to conduct a risk
assessment as defined in Annex A(4) of SPS Agreement. And the Panel held that a
Member could not unduly delay a substantive decision on pre-marketing approval applications of GMOs by means of procedural roadblocks. But the Panel
did not take a position on whether GMOs are safe. It observed that Members

159.
160.
161.
162.
163.
164.
165.

Id. 7.1335.
SPS Agreement, supra note 65, Annex C(l)(a).
EC-Biotech, supra note 7, 7.1510-7.1529.
Id. 1 7.1520-7.1527.
Id. 17.1532.
SPS Agreement, supra note 65, art 5.7.
EC-Biotech, supranote 7, 1 7.3059.
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might still block GMO imports, specifically or generally, by justifying them with
adequate risk assessments, by granting time-limited or conditional approvals
pending further scientific assessment or by delaying decisions for some period in
the event of new scientific evidence that conflicted with existing evidence.
B.

TRANSNATIONAL LEGAL PROCESS: A POTENTIAL STRATEGY FOR IMPLEMENTING THE
POLITICAL HARM THEORY

One way advocates may strategize to develop and implement the political
harm theory is through the prism of transnational legal process. The transnational
legal process concept was articulated in a series of articles by Professor Harold
Koh 166 and further explored by other scholars. 167 In Koh's words: "Transnational legal process describes the theory and practice of how public and private actors-nation-states, international organizations, multinational enterprises,
non-governmental [sic] organizations, and private individuals-interact in a
variety of public and private, domestic and international fora ' to
make, interpret,
168
enforce, and ultimately, internalize rules of transnational law."
According to Koh, transnational legal process has four distinctive features.
First, it does not conform to the traditional dichotomies in international law of
public versus private or of domestic versus international, but instead combines
elements of each. Second, the actors in this process are not just, or even primarily,
nation-states, but include nonstate actors such as international government
organizations, nongovernmental organizations, multinational business enterprises, and individual public and private actors. Third, it is dynamic, not static, in
that it "transforms, mutates, and percolates up and down, from the public to the
1 69
private, from the domestic to the international level and back down again.'
Fourth, and perhaps most critically in Koh's view, it is normative: It does more
than just describe the process by which nations come to obey international law; it
actually results in the creation
of new rules of law, which are interpreted,
170
internalized, and enforced.
The process can be viewed as having three stages. In the first, an "interaction"

166. See generally Harold Hongju Koh, Roscoe Pound Lecture: TransnationalLegal Process, 75 NEB. L.
REv. 181 (1996) [hereinafter TransnationalLegal Process]; Harold Hongju Koh, Why Do Nations Obey
International Law?, 106 YALE L.J. 2599 (1997) [hereinafter Why Do Nations Obey?] (reviewing ABRAM
CHAYES & ANTONIA HANDLER CkAYEs, THE NEw SovEREIGNTY: COMPLIANCE WITH INTERNATIONAL REGULATORY
AGREEMENTS (1995) and THOMAS M. FRANCK, FAIRNESS ININTERNATIONAL LAW AND INSTrrUTIONS (1995));
Harold Hongju Koh, Jefferson Memorial Lecture Transnational Legal Process After September llth, 22
BERKELEY J. lNT'L L. 337 (2004) [hereinafter TLP after September llth].
167. See, e.g., TRANSNATIONAL LEGAL PROCESSES (Michael Likosky ed., 2002) (collection of essays on global
law-making and compliance by scholars in international law and social sciences); Berman, supra note 8
(describing scholarship developing pluralist slant on transnational legal process theory).
168. TransnationalLegal Process, supra note 166, at 183-84.
169. Id. at 184.
170. Id.
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is initiated involving the disobeying state, through one of the multiple channels
(judicial, legislative, executive, domestic, international, public, or private) through
which transnational legal process operates. The intent of the interaction is to
trigger a decision, or "interpretation," of the international norm that is being
disobeyed. The goal is not to enforce the interpretation by coercion, but rather to
create a climate in which the disobeying
state ultimately internalizes the interpre17 1
tation into its own domestic law.
Legal ideologies prevail among domestic decision makers and cause them to be
affected by perceptions that their actions are, or will be seen as, unlawful.
Domestic decision making becomes 'enmeshed' with international legal norms,
as institutional arrangements for the making and maintenance of an international commitment
become entrenched in domestic legal and political pro172
cesses.

In the view of transnational legal process proponents, the normative, rather
than merely descriptive, construct of transnational legal process arose out of the
modern context of international legal process. 173
The post-Cold War era has seen international law, transnational actors, decisional fora, and modes of regulation mutate into fascinating hybrid forms.
international law now comprises a complex blend of customary, positive,
declarative, and "soft" law, which seeks not simply to ratify existing practice,
but to elevate it. As sovereignty has declined in importance, global decision
making functions are now executed by a complex rugby scrum of nation-states,
intergovernmental organizations, regional compacts, nongovernmental organizations, and informal regimes and networks. The system has become "neomonistic," with new channels opening for the interpretation of international
and domestic law through judicial decision, legislation and executive action.
New forms of dispute resolution, executive action, administrative decision
making and enforcement, and legislation have emerged as part of a transnational legal process that influences national conduct, transforms
national
74
interests, and helps constitute and reconstitute national identities. 1
As an example that incorporates all elements of transnational legal process,
Koh points to the Reagan administration's attempt to reinterpret the 1972
Anti-Ballistic Missile Treaty (ABM Treaty). Briefly summarized, the ABM
Treaty between the United States and the Soviet Union expressly banned the
development of space-based systems for territorial defense of the country. In
1985, the Reagan Administration introduced the space-based territorial defense

171. Why Do Nations Obey, supra note 166, at 2646.
172. Id. at 2654.
173. For a detailed description of the complete lineage of transnational legal process through international
relations theory and international law, see id. at 2604-34.
174. Id. at 2630-31 (citations omitted).
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system Strategic Defense Initiative (SDI), or "Star Wars." The administration
argued for a "reinterpretation" to avoid the plain language of the ABM Treaty.
The debate continued for many years through various forums: Senate hearings,
debates over other arms control treaties, and in the press. Six former Secretaries
of Defense and Senator Sam Nunn, Chairman of the Senate Armed Services
Committee, argued in favor of the original interpretation of the ABM Treaty.
The issue never reached any court, and a casual observer might have believed that the U.S. executive branch had succeeded in amending the treaty
without the consent of the Soviet Union or the advice and consent of the U.S.
Senate. However, taking a wider view of the transnational legal process, the tide
gradually shifted against the Reagan "reinterpretation": Congress withheld appropriations for SDI tests that did not conform with the treaty, the Senate reported a resolution reaffirming the original understanding of the treaty, and the
Senate attached a condition to the Intermediate-Range Missile Treaty stating that
the United States would conform to the understanding of the treaty shared by
the President and the Senate at the time of advice and consent. The Reagan and
Bush administrations maintained that their reinterpretation was legally correct,
but that they would conform to the original understanding of the treaty as a
matter of policy. Finally, in 1993, the Clinton administration repudiated the
Reagan and Bush administrations' position and reaffirmed the original reading of
75

the treaty. 1

The violation of international law at issue in a transnational legal process
strategy may involve a norm recognized by most nations but contrary to the law
or policy of the "disobeying" state. Koh cites the U.S. Supreme Court's decision
in Lawrence v. Texas 176 striking down laws criminalizing same-sex sodomy
between consenting adults. 177 Lawyers for the petitioner initiated the case,8
sought a reconsideration of the Supreme Court's ruling in Bowers v. Hardwick,17
a 1986 case that had upheld the state's right to criminalize sodomy between
consenting adults. The petitioner's argument for reconsideration was based on
three European Court of Human Rights cases that struck down anti-sodomy
laws. 17 9 The lawyers argued that the U.S. Constitution's guarantees of privacy
and equality encompassed the international understanding found in the European
Court of Human Rights cases. In his decision for the majority, Justice Kennedy
accepted this view, writing:

175. Id. at 2646-47; TransnationalLegal Process, supra note 166, at 194-95.
176. Lawrence v. Texas, 539 U.S. 558 (2003).
177. See TLP after September 11th, supra note 166, at 341.
178. Bowers v. Hardwick, 478 U.S. 186 (1986).
179. The earliest of those cases, Dudgeon v. United Kingdom, 45 Eur. Ct. H.R. (1981), at 52, was already
decided at the time of the Bowers decision but was not considered by the U.S. Supreme Court. See TLP after
September 11th, supra note 166, at 341.
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[t]o the extent Bowers relied on values we share with a wider civilization, it
should be noted that the reasoning and holding in Bowers has been rejected
...The right the petitioners seek in this case has been accepted as an integral
part of human freedom in many other countries. There has been no showing
that in this country the governmental interest in circumscribing personal choice
is somehow more legitimate or urgent. 180
Proponents of transnational legal process believe that it offers, among other
things, the most effective strategy tool for advocates in the international arena. As
Koh, a former U.S. Deputy Director for International Human Rights, put it,
Too often we witness what I call the 'tragic triangle': decision makers react to
crises, but without any theory of what they are trying to accomplish; activists
agitate, but without any broader strategy about what pressure points they want
to push; scholars have ideas, but they lack a practical understanding of how to
make those ideas useful to anybody else. And so, too often we witness decision
makers making policy without theory, activists implementing tactics without
strategy, and scholars generating ideas without influence.
My belief is that we can bridge the tragic triangle through the concept of
transnational legal process. It functions both as a theory of explanation and a
blueprint for action.
The following section will consider whether this "blueprint for action" might
bear fruit in the effort to persuade the United States to modify its policy of
promoting the spread of GMOs with few precautions and in advance of regulation- in foreign jurisdictions.
C.

INTERACTION, INTERPRETATION, AND INTERNALIZATION OF POLITICAL
HARM THEORY

Implementation of transnational legal process to shift U.S. GMO policy begins
by triggering an interaction between the United States, and/or multinational

biotech companies, and other international actors. The goal is to engage the
United States in a substantive interaction that leads to an interpretation by an
important segment of the international community that U.S. GMO policy violates
other countries' rights to develop their own GMO policy free of the distorting
effect of widespread GMO contamination. Armed with such an interpretation,
regardless of its direct enforceability or applicability to different aspects of the
policy, activists may then create public pressure on the United States to conform
its entire GMO policy to international standards, internalizing the international
interpretation rather than continuing to be perceived as transgressing.
The types of interactions that would be most effective will be best determined by activists with different specialties, ideally working in conjunction-

180. Lawrence, 539 U.S. at 560.
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international litigation, environmental activism, domestic policymaking, etc. As
a general matter, some interactions might be expressly based on a political harm
theory. For example, a claim might be brought in the International Court of
Justice based on the International Covenant for Civil and Political Rights,
claiming that some aspect of U.S. GMO policy, and the contamination resulting
from it, have violated a foreign sovereign's right to external self-determination,
including permanent sovereignty over its natural resources.
In other interactions, the argument of political harm may not be the most
effective argument. Depending on the forum or strategy, environmental, human
health, or economic claims may be more doctrinally successful at the interaction
and interpretation stages. For example, another claim might be brought, following the Trail Smelter case, alleging that U.S. GMO policy violates the international obligation on states not to allow trans-boundary harm by actors within
their borders, including environmental harm. This claim would also have the
advantage of extending to acts by multinational corporations that are permitted or
assisted by U.S. GMO policy.
But adding the political harm argument, even as an alternative theory, offers a
tool. In any interpretation, a ruling may be based on theories that provide an easy
doctrinal fit, in which all elements of a successful action can be formally met,
while the decision may in fact be motivated in large part by a different concern.
This concern may be one that is a less perfect fit as a doctrinal basis for the
decision. In transnational legal process terms, an interpreting body that has
reservations about the likelihood or extent of economic or environmental harm,
but is persuaded by the idea that GMO contamination abridges the political rights
of some countries, may be able to use economic or environmental protections as
the formal basis for a ruling that U.S. GMO policy violates international norms.
At the internalization stage, interpretations based on a concept of political
harm-whether that harm is the formal basis of the ruling or merely cited as an
animating concern in the interpretation-provide a strong stick for pushing for
political action to bring U.S. GMO policy across the board into compliance
with international norms. Reformers can use the interpretation to argue that the
international community has judged U.S. policy not only to be insufficiently
precautionary, but also to be anti-democratic. The public and many public
officials are more likely to be sensitive to this claim than to claims of speculative
environmental risk or even loss of specialty markets, since it goes to the heart of
U.S. political identity and implicates many other U.S. foreign policy actions
entirely unrelated to the GMO issue. To preserve some credibility in those
interactions, U.S. officials may find it expedient to reform GMO policy rather
than continue to be seen as anti-democratic. The stakes of such reform might be
much lower than change in other foreign policies and might buy some credibility
for the U.S. as a pro-democracy force in the world. Some examples of U.S. policy
that might result from a process of internalization include mandatory co-
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existence standards,18 t a liability scheme for contamination,182 a process permitting voluntary grower districts,1 83 and a stricter regulatory approval process for
experimental plantings. 184 Any or all of these improvements in accountability for
GMO contamination would provide greater protection for U.S. trade partners to
establish their own GMO regulatory frameworks without having to merely react
to contamination already in seed stocks and food supplies.
VI. CONCLUSION

In light of the uncontainable (and transboundary) movement of GMOs,
contamination of non-GMO food and seed stocks with GMOs is inevitable, as are
controversies concerning the appropriate allocation of liability for such effects.
As discussed above, U.S. policy is guided by the presumptions in the Proposed
Framework that GMO products are substantially equivalent to non-GMOs.
Because of the impossibility of controlling the spread of GMOs to countries and
markets that do not want them, this U.S. policy promoting GMOs-thereby
promoting the adventitious presence of GMOs in food and seed supplies around
the world-actually and presently deprives countries of the right to make laws to
exclude GMOs from any or all of their farms and consumer markets, and of
people to choose not to consume them--either indefinitely or until those
countries' democratic processes have arrived at legal rules for licensing, coexistence, labeling, liability, and other key regulatory issues concerning GMOs.
The transnational legal process framework suggests an alternative to the
"speculative harm" theory: GMO regulation should be advocated not just on the
basis of potential health and environmental harm, but on the basis of actual,
observable harm to peoples' right to self-determination where GMO contamination has occurred and pre-empted the national political process. The process of
putting transnational legal process into action is a dynamic one that must be
shaped by advocates on the ground.

181. See, e.g., Importation, Interstate Movement, and Release Into the Environment of Certain Genetically
Engineered Organisms, 73 Fed. Reg. 60,008, 60,220-22, 60,043-44 (proposed Oct. 9, 2008) (proposing
conditions on permits relating to GMOs that may be plant pests under the Plant Protection Act).
182. For a comparison of the common law liability remedies in the United States and statutory liability
schemes in Europe, compare Endres, "GMO", supra note 24, at 482-94, with Endres, Coexistence Strategies,
supra note 24, at 210-13.
183. See Endres, Coexistence Strategies,supra note 24, Appendix A (reprinting state regulations foreclosing

grower districts).
184. See Geertson Farms. Inc. v. Johanns, 2007 WL 1302981 (N.D. Cal. May 3, 2007).

