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DO EUROPEAN UNION NON-TARIFF BARRIERS

CREATE ECONOMIC NUISANCES IN

THE UNITED STATES?

Thomas P. Redick & Michaelj Adrian*

ABSTRACT
The European Union's new traceability system for biotech crops will lead

to the proliferation of non-tariff barriers affecting biotech crops. This, in

turn, will lead to economic dislocation and attendant liability in the United
States, which is losing billions of dollars in export trade. A chain of complex
legal problems will arise for United States-based companies as they strive to

trace particular genetically modified (GM) events and avoid commingling.
The European Union (E. U) tracing law for biotech crops applies at each
stage of commodity commerce, from grain shippers leading back through ele-
vators, growers, and seed companies. Warranty liability could arise from
denial of entry in the ports of the E. U, and any trading partners following a
similar "zero tolerance" approach (e.g., China, New Zealand, Japan, etc.) as
shippers denied entry use the E. U-imposed tracing system to trace unap-
proved-in-E. U, biotech crops back to growers or biotech seed companies. Nui-
sance liability could arise as growers look to their neighbors for the source of
their warranty violation. E. U-mandated documentation will expedite the
process of establishing liability for commingling of the variety of biotech crop.

Given the economic impact that the E. U, 's zero tolerance could have
upon grain trading and agricultural innovation in the United States, and

the legal claims arising from such an impact, United States agribusiness
needs legal mechanisms to prevent liability (or allocate it fairly) for those
impacted at every stage in the chain of commerce. Without such prevention,
growers, seed companies, and grain buyers could become embroiled in claims

* Thomas P. Redick is the principal of Global Environmental Ethics Counsel,

which addresses the prevention of environmental liability through environmental
management, regulatory compliance, and predicting the evolution of future
environmental policies that help to prevent environmental liability. His practice is
focused on emerging high technology sectors (semiconductor-electronics and
nanotechnology) and agricultural biotechnology, representing growers, grain
handlers, and grocery manufacturers on legal issues relating to biotech crops.
Michael J. Adrian is an associate with Gallop, Johnson & Neuman LC in Clayton,
Missouri. He is a graduate of the St. Louis University School of Law, where he served
as Note & Comment Editor of the St. Louis University Public Law Review.
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against one another (i.e., common law claims of warranty, nuisance, tres-
pass, etc.). To prevent liability, businesses need legal tools that could help

prevent economic loss and liability claims. These tools include grower or
stewardship agreements, grower districts, and industry stewardship (stan-

dards for identity preservation).1

To reverse E. U. tracing policy and the proliferation of these trade barri-

ers, the United States may need to maintain a "biosafety body count" that
measures the human health and ecological impact of E. U. tracing policy. If

scientific analysis shows a genuine benefit from biotech crops for human
health or the environment, then both regulatory law and products liability
law will dictate the increased use of the "best available" technology-biotech
crops-as a tool for environmental conservation and avoiding products lia-
bility claims arising from impacts to health.

I. INTRODUCTION

On April 18, 2004, the E.U.'s Directives on Traceability and La-
beling went into effect.2 The laws apply at "each stage" of commodity
commerce, from grain shippers leading back through elevators, grow-
ers, and seed companies. The practical effect of the E.U. laws is to
impose a "zero tolerance" standard for biotech crops that have not
received regulatory approval from the E.U., and the Traceability &
Labeling ("T & L") Directives will lead to genetic testing of shipments
of United States commodities exports. The E.U. is showing signs of an
intent to use genetic tests to trace every kernel, bean, or cottonseed
that contains the wrong genes (those lacking regulatory approval in
the E.U.), using a "zero tolerance" standard. Even approved biotech
crops will be subject to labels, with a 0.9 percent tolerance that will be
difficult to meet in United States production without high costs.

1. "Identity Preservation" is a term for growing crops in a manner that ensures a
contractually agreed to level of genetic purity at delivery. The American Soybean
Association ("ASA") has created guidance on Identity Preservation. See American Soy-
bean Association, Grower Opportunities for Identity Preserved Value-Added Soybeans, at
http://www.amsoy.org/ipvas/default.htm (last visited Jan. 20, 2005).

2. Commission Regulation 1829/2003, 2003 O.J. (L 268) 1, 2; Commission Regu-
lation 1830/2003 of the European Parliament and of the Council of 22 September
2003 concerning the traceability and labeling of genetically modified organisms and
the traceability of food and feed products produced from genetically modified orga-
nisms and amending Council Directive 2001/18/EEC, 2003 O.J. (L 268) 24, 25. The
European Union ("E.U.") directives on traceability and labeling 1829 and 1830 (9/
22/03) are collectively called "T&L Directives" throughout this article. See also Mar-
garet Rosso Grossman, Traceability and Labeling of GM Crops, Food, and Feed in the Euro-
pean Union, I J. OF FOOD L. & POL'Y 43 (2005).
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E.U. officials said these new T&L Directives would be followed by
a lifting of the de facto moratorium 3 on regulatory approval of bi-
otech crops,4 which has created a non-tariff barrier to trade with the
United States. In actuality, the new laws appear to be tailored to avoid
a legal challenge at the World Trade Organization ("WTO"), while
maintaining a regulatory system that denies entry to small traces of
biotech crops that have well-documented benefits to the environment
or public health.

This "zero tolerance" standard for unapproved biotech crops
(most of which are grown in the United States) will persist for years to
come, pending a WTO challenge and subsequent E.U. compliance
with a pro-U.S. ruling. E.U. trading partners will follow a similar "zero
tolerance" approach (e.g., China, New Zealand, Japan, etc.). Liability
for the grower could begin with a grower in the United States who
unwittingly purchased impure seed and knowingly or unknowingly
waived his right to a warranty of merchantability for fitness for the
intended purpose of export.

This article is structured to provide the reader with a brief over-
view, at Part II, of the E.U.'s complex regulatory policy and the United
States' reaction to the new E.U. laws. Over a dozen common forms of
crops (e.g., potatoes, tomatoes, etc.) have been dropped to date, in
large part due to antibiotech laws in the E.U.; these crops had passed
regulatory approval in the United States and had shown no signs of
adverse food safety or environmental effects. 5 While there are genu-

3. See CNN, Brussels Lfts E. U. Ban on GM Food, May 14, 2004, at http://edition.
cnn.com/2004/WORLD/europe/05/19/commision.gm/index.html/ (last visited
Jan. 20, 2005). The intervening years have featured no new regulatory approvals of
U.S.-based companies' applications for E.U. approval until early 2004, when
Syngenta's sweet corn was approved. See id. The European system for approval of
genetically modified crops for use in food and feed ground to a virtual halt in late
1997, catching the biotech industry and U.S. trade representatives by surprise. At
least two billion dollars in corn trade has been lost due to E.U. policies. See, e.g.,
Commission Brings GMO Moratorium to an End, AGRA EUROPE (May 21, 2004).

4. For purposes of this paper, crops produced using recombinant DNA ("rDNA")
methods will be referred to as "biotech crops."

5. See, e.g., Lance Gay, Hope for Biotech Foods Fizzles: Economics, Regulations Blamed,
and Market Fails to Materialize, DETROIT NEWS, May 16, 2004, available at http://www.
detnews.com/2004/business/0405/16/al 1-153949.htm.

A decade ago, amid much fanfare, the Food and Drug Administration ap-
proved for supermarket sales the first of what promised to be a new genera-
tion of genetically modified crops: an ordinary-looking tomato called the
Flavr Savr. Now, the Flavr Savr is nowhere to be found on market shelves.
Neither are any of the other genetically modified crops (e.g., strawberries,
melons, lettuce, potatoes, etc.) that won government approval after millions
of dollars spent on research and development. Id.
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ine concerns that have to be addressed, 6 these risks are manageable
and do not justify the worldwide moratorium on biotech crop market-
ing that E.U. policies will create.

In Part III, the authors review the case law on "nationwide nui-
sance" class action lawsuits-legal mechanisms that secure compensa-
tion for those impacts at stages in the chain of commerce where the
growers, seed companies, and grain buyers meet (i.e., common law of
warranty, nuisance, trespass, etc.). This article also reviews legal tools
available to U.S.-based businesses that could help prevent economic
loss and liability claims. These tools include grower agreements,
grower districts, and industry standards for "identity preservation. ' 7

After reviewing the tools proposed for preventing liability, in Part
IV this article further examines the E.U. policies on biotech crops and
briefly outlines the potential implications for the environment and
human health in the United States, the E.U., and their trading part-
ners around the world. The authors suggest that the E.U. policy can-
not be sustained, given troublesome "relative risks" posed by
traditionally-bred counterparts to existing biotech crops (from carcin-
ogen-free corn to soil-conserving biotech soybeans). If scientific anal-
ysis shows a genuine benefit from biotech crops for human health or
the environment, then both regulatory law and products liability law
will dictate the increased use of the "best available" technology (bi-
otech crops) as a tool for avoiding products liability and promoting
environmental conservation. History will not look kindly upon our
"Biotech Century" if we have banished from the marketplace the best
biotech innovations at the cost of countless harms, in terms of lives
and species lost.

See also E-mail from Kimball Nill, Technical Issues Director, International Marketing,
American Soybean Association to Thomas P. Redick (Sept. 21, 2004) (on file with
author) (stating that the following crops had each lost the ability to utilize biotech
due to commercial barriers: Flax, Tomato, Sugarbeet, Potato, Lettuce, Rice, Tobacco,
Wheat, and Melons). At the time of this article's publication, such crops are only
grown in field trials or tight containment to avoid commingling. See Andrew Pollack,
Narrow Path for New Biotech Food Crops, N.Y. TIMES, May 20, 2004, at C1.

6. For example, there are wild relatives of the squash plant growing in the United
States that provide a genetic reservoir of genes of use for future plant breeding. If
biotech squash were to become so prevalent that it evolved into a weedy species (par-
ticularly one with herbicide resistance), there could be a potential environmental im-
pact to be managed. See, e.g., Jane Rissler of the Union of Concerned Scientists,
Comments at a USDA Public Meeting on a Transgenic Virus-Resistant Squash, June
21, 1994, at http://www.ucsusa.org/food and environment/biotechnology-archive/
page.cfm?pageID=380 (last visited Apr. 27, 2005).

7. See generally supra note 1.

[VOL. 1:8 7
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II. The Trouble with "Zero Tolerance" Traceability

Voluntary traceability of food is common in certain industry sec-
tors. Many food companies use the voluntary international quality
standard ISO 9000 as a form of quality control,8 and some biotech
seed companies use traceability under the same standard.9 The
United States has entered into the realm of mandatory traceability for
food products as a counter-terrorism measure,1 0 using the "national
security exemption" to international trade agreements to justify the
costs these measures impose upon importing food products to the
United States.

The E.U. does not have a national securityjustification for tracing
and labeling GM products, so it relies upon a combination of food
safety and environmental protection concerns. Given the recent his-
tory of the regulation of food safety in the E.U., it is easy to under-
stand how the E.U. arrived at its embrace of the "precautionary
approach" to biotech crops. The E.U.'s fragmented and inadequate
regulatory system for food safety has failed consumers in many differ-
ent instances. The loss of faith in E.U. regulatory officials began with
the E.U.'s inability to prevent the outbreak of mad cow disease (bo-
vine spongiform encephalopathy, or BSE), despite warning signs that
many scholars argue appeared all too clear in the harsh light of hind-
sight.11 The mad cow disease crisis arose from a protectionist refusal
to switch from domestic protein (other cows) to safe foreign soy pro-
tein sources, and a refusal to act quickly in response to early signs.
E.U. consumers on the mainland also endured other food safety cri-
ses, such as toxic dioxin-tainted poultry scandals in Belgium.1 2

Compounding these E.U. food safety failures, the United States
biotechnology industry suffered through two widely reported inci-
dents of illegal commingling of biotech crops not approved in the
United States for food. These incidents involved StarLink (seed only)

8. See generally International Organization for Standardization, Homepage, at http:
//www.iso.org (last visited Apr. 27, 2005).

9. See, e.g., Pioneer, ISO 9000 Program at Pioneer, at http://www.pioneer.com/
pioneer__info/corporate/isoprog.htm (last visited Apr. 27, 2005).

10. See Public Health Security and Bioterrorism Preparedness and Response Act of
2002, Pub. L. No. 107-188, 116 Stat. 596 (to be codified in scattered sections of the
U.S. Code).

11. See, e.g.,Joseph S. Levine, 20/20 Hindsight, Nova, at http://www.pbs.org/wgbh/
nova/madcow/hindsight.html (last visited Apr. 27, 2005).

12. See, e.g., Kelly Mescher, U.S. Exports to Europe Remain High; Concern over E. U 's
Traceability Laws Linger, SoYBEAN REv., Oct. 2002, at 14-15.
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corn 13 and ProdiGene corn containing piglet diarrhea vaccine, which
was plagued by two unintentional environmental releases in violation
of permits. 14 With both the E.U. regulations and the biotech industry
suffering from this recent disappointing track record, European con-
sumers are understandably suspicious of biotech crops from the
United States.

A. Regulation Nos. 1829 and 1830 of the European Parliament

The E.U. T&L Directives are intended to enhance the protection
of the health and welfare of humans, animals and the environment. 15

The new regulatory scheme establishes procedures authorizing GM
food and feed for distribution within the European Community
(E.C.). Biotech crops exported from the United States in shipments
of grain (known in the industry as "commodities") 16 must comply with
laws and regulations mandating labeling of both GM food and feed. 17

1. Regulation 1829-Labeling

Regulation 1829 amends existing E.U. directives on GM labeling
of imports, significantly expanding the scope of products that must be
labeled.18 While labeling has been required in the E.U. for some GM
food products since 1997 (i.e., those with detectable traces of biotech
GM crops), those regulations only required the labeling of GM seeds,
plants, and foods derived from GM plants that exhibited DNA or pro-
tein of a GM origin. If no trace of GM DNA or protein was present in
a final product, no GM label was required.19 GM animal feed was not
covered under the previous GM labeling system. 20 Under the new sys-
tem, however, all foods and animal feed with ingredients derived from

13. See In re Starlink Corn Prods. Liab. Litig., 212 F. Supp. 2d 828, 834-35 (N.D. Ill.
2002).

14. See Peter Montague, Bumpy Road for Biotech, Environmental Research Founda-
tion, at http://www.rawfoodinfo.com/articles/art-bumpyroadforGE.html (last visited
Apr. 27, 2005).

15. Commission Regulation 1829/2003, 2003 O.J. (L 268) 1.
16. See, e.g., Army Corps of Engineers, Navigation Data Information System, Great

Lakes Grain Traffic, at http://outreach.lrh.usace.army.mil/Industries/Grain/Grain%
20GL.htm (last visited Apr. 27, 2005).

17. Commission Regulation 1829/2003, 2003 O.J. (L 268) 2, 3.
18. See generally Grossman, supra note 2, for information on the E.U. regulatory

system for biotech crops.
19. See PEW INITIATIVE ON FOOD AND BIOTECHNOLOGY, U.S. vs. EU: AN EXAMINATION

OF THE TRADE ISSUES SURROUNDING GENETICALLY MODIFIED FOOD (Aug. 2003), availa-

ble at http://pewagbiotech.org/resources/issuebriefs/europe.pdf.

20. See id.

[VOL. 1:87
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GM crops must be labeled, subject to a tolerance of 0.9 percent for
"accidental" (or "adventitious") presence of approved biotech crops. 21

The Labeling Directive tolerance of 0.9 percent only applies to bi-
otech crops that the E.U. has approved for food use.

Perhaps the most controversial section of Regulation No. 1829 is
Paragraph 16, which states that the regulation should cover food and
feed produced from a genetically modified organism ("GMO") that
has no detectible residue of genetic modification (e.g., soybean oil)
but not food and feed produced with a GMO. 22 This "distinction by
preposition" has vague determining criteria: that which is "from"
GMOs, like soybean oil, is subject to labeling and traceability, even if
any detectible residues derived "from" the GM source material are not
present. 23 That which is made "with" a GMO (e.g., cheeses using ren-
net enzymes derived from GM bacteria) is not subject to GM labels or
traceability, as long as no residue or the microbe remains in the
product.

The regulation elaborates upon this by describing a few different
scenarios where the regulation would not apply (e.g., products from
an animal fed "with" GMO feed) 24 Most notably, the enzymes and
processing aids manufactured by major E.U. companies, such as Novo
Nordisk,25 are exempt from regulation under the T&L Directives,
while soybean oil produced "from" soybeans grown in the United
States will be subject to labeling and tracing. The increased costs led
E.U. food manufacturers to switch to alternative sources of vegetable
oil, abandoning soybean oil inputs to avoid GM labels. The European
Commission officials have attempted to rationalize this distinction by
claiming that these are not GM ingredients, but merely processing
aids not present in the final product.

The following hypothetical involving beer manufacturers illus-
trates how the E.U.'s "distinction without a difference" could lead to
unfair discrimination against imports. By law, beer made in Germany
is subject to restrictions on the use of corn inputs, which is not the
case for beer in the United States and Japan. Beer in Germany can
use GM yeast, however, and comply with the E.U.'s T&L Directives,

21. See id.

22. See Commission Regulation 1829/2003, 2003 O.J. (L 268) 2, 3.

23. See Regulation 1829/2003, 2003 O.J. (L 268) at 2, 3.

24. See Regulation 1829/2003, 2003 O.J. (L 268) at 2, 3.

25. Novo NoRDISK, Novo NORDISK ANNUAL REPORT 2004 32-33 (2004), available at
http://www.novonordisk.com/investors/reports/reports.asp (explaining Novo Nor-
disk is a pharmaceutical company headquartered in the E.U. with offices in seventy-
eight countries).
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provided no detectible residue of micro-organisms is present. The fol-
lowing chart illustrates this "distinction without a difference."

PRECAUTIONARY PROTECTIONISM BY PREPOSITION:

THE E.U.'s "FROM V. WITH" DISTINCTION

Genetically Genetically European European
Modified Modified Union Union

Product YEAST? CORN? LABEL? TRACING?

Non-E.U. Beer No Yes Yes Yes

E.U. Beer Yes No No No

To the extent that beer from the United States or Japan has corn in-
puts, it may be forced to apply GM labels and maintain paperwork at
each stage of commerce, even if no GM yeast was used in the manufac-
turing process.

2. Regulation 1830-Traceability

As defined by Regulation No. 1830, traceability refers to the abil-
ity to trace GMOs and products produced from them (but not prod-
ucts made "with" them, such as cheese and beer) at all stages of their
production and distribution. 26 This regulation mandates tracing of
GM products from "farm to fork,"27 or more accurately "seed to shelf."
The grain industry and its suppliers will have to develop systems that
can identify to whom and from whom GM products were received.
These records of tracing must be made available to E.U. inspectors,
and all parties must retain their records for five years. 28

3. "Zero Tolerance" for Unapproved-in-E.U. Varieties

To reach the "zero tolerance" for unapproved-in-E.U. biotech
crops at every stage in the seed production, commercial harvest, and

26. See Commission Regulation 1830/2003, 2003 O.J. (L 268) 24, 25.
27. See Douglas Powell, What's in a GM Label?, Mar. 30, 2003, available at http://

www.foodsafetynetwork.ca/gmo/labelgm.htm.
[Consumers need a] full farm-to-fork tracing and segregation process that
can guarantee the origins of even the most minor of ingredients (such as the
cornstarch used to thicken the gravy in that frozen meat pie). Although
theoretically achievable, such a process is both difficult and enormously ex-
pensive. That's why every country that has implemented a mandatory label-
ing regime has also included an extensive network of exemptions and
loopholes. Id.

28. See Ferriere, infra note 41 ("Traceability will impose a five-year recordkeeping
requirement.")

[VOL. 1:87
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distribution process, U.S. producers must completely segregate GM
varieties from conventional varieties. The E.U. will allow some unin-
tentional mixing of approved or partially approved varieties at some
point in this process (e.g., through pollen drift, commingling in bins
that are not completely cleaned of grains, or even dust), if the amount
of detectable GM content does not rise above the applicable threshold
(0.5 percent or 0.9 percent) tolerances. 29 For biotech crops contain-
ing particular genetic events that are not yet approved, the permissi-
ble percentage of commingling is zero.

The E.U. regulatory approval system adds an extra layer of com-
plexity by creating a middle ground category for the "partially ap-
proved" biotech crop.30 This category allows a tolerance of 0.5
percent of particular GM genetic events that have not been fully ap-
proved by the European Commission but have initial clearance from
the European Commission Scientific Committee. That food will not
be barred from the European markets. 31 For biotech crops that do
not have such clearance, the regulatory tolerance remains at the com-
mercially impossible3 2 threshold of zero.

4. E.U. Officials Defend Their Directives

As part of its rationale for the tracing system, the E.U. cited in its
regulations the need for consumers to be fully informed as to GMOs
and products that contain them. 33 The E.U. believes this will help
restore consumer confidence in the food regulatory system, allowing
consumers to make better-informed decisions regarding foods that
may or may not contain GM ingredients.

Within the past three years, nearly every major official with a posi-
tion relating to the regulations, including E.U. Health and Consumer
Protection Commissioner David Byrne, 34 E.U. Environment Commis-

29. Id. Zero for varieties unapproved in European Union, 0.5 percent for prelimi-
nary clearance, 0.9 percent for labeling. Sonja Hillgren, Biotech and Fortress Europe,
FARM J., July 28, 2003, available at http://www.agweb.com/get-article.asp?pageid=
99799&newscat=GN.

30. See Grossman, supra note 2.
31. See Hillgren, supra note 29.
32. The legal doctrine of "commercial impossibility" is discussed infra at III.D.1.

While the European Union was perhaps unaware of this readily foreseeable complica-
tion, its traceability system introduces a "zero tolerance" for products that do not pose
a wider recognized health risk.

33. Commission Regulation 1830/2003, 2003 O.J. (L 268) 25.
34. News Release, European Union, Authorizations, Consumer Confidence Key to

GMO Acceptance in Europe, Feb. 3, 2004, available at http://www.eurunion.org/
news/press/200 4 / 2 0 0 4 0 0 13.htm.
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ture expressed a need for public hearings. Ventria has reacted, how-
ever, by committing to moving the majority of its operations to
Maryville, Missouri, where it hopes to find a more welcoming environ-
ment than California.1 68 After Riceland Foods and Anheuser Busch
questioned the wisdom of growing this rice near the Southeast
boarder of Missouri, which is close to the Arkansas-Missouri $100-mil-
lion rice market, Ventria agreed to stay at least 120 miles from that
rice-growing region.169

5. Wheat Growers

The Executive Board of the National Association of Wheat Grow-
ers ("NAWG") approved a biotechnology Principles of Commercializa-
tion setting out a roadmap for commercializing biotechnology traits
in wheat. This was prepared by the joint Biotechnology Committee of
NAWG, U.S. Wheat Associates, and the Wheat Export Trade Educa-
tion Committee ("WETEC"). 17 °

The Principles of Commercialization state that United States
wheat producers recognize the benefits of biotech wheat chain and
generally support commercialization of transgenic wheat trait, pro-
vided that there is a commercialization plan that "facilitates commer-
cialization with minimal market disruption," and allows customers to
make purchases based on their preferences for specific traits, classes,
qualities, and characteristics.1 71 Wheat growers will vigorously oppose
commercialization of transgenic wheat traits that do not meet all of
the aforementioned principles. While the WETEC board approved
this draft plan in October 2004, the U.S. Wheat Associates Board
("USWAB") rejected the draft plan in October 2004 in a closed execu-
tive session. According to NAWG's report of that decision, no alterna-
tive plan was proposed by USWAB, and no direction was given to the
Biotechnology Committee for amendments. The action leaves the

168. See University Draws California Biotech Firm to Mayville, COLUMBIA DAILY TRm.
(Columbia, MO), Nov. 21, 2004, (stating that Ventria will move to Maryville, home to
Northwest Missouri State University, where a new building will be constructed using
$5 million from anonymous donors for it and other emerging biotech companies to
use), available at http://www.showmenews.com/2004/Nov/20041121News02l.asp.

169. See, e.g., Anheuser-Busch, Ventria Strike Deal on Rice, COLUMBIA DAILY TRm. (Co-
lumbia, Mo.), Apr. 16, 2005, available at http://www.showmenews.com/2005/Apr/
20050416News016.asp.

170. See National Assoc. of Wheat Growers, 2005 Policy Resolutions 26, available at
www.wheatworld.org/pdf/NAWG%202005%2OResolutions.pdf.

171. See id.
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wheat industry without a coordinated plan to move forward on this
critical issue of acceptance of biotech crops. 172

E. The Biosafety Body Count

Historically, trade agreements and the WTO have been accused
of promoting environmental degradation, forcing nations to compete
for commercial success at the expense of the environment, and rush-
ing toward a "lowest common denominator" of minimal environmen-
tal protection. 173 With the advent of biotech crops, however, there is
a role reversal underway. The WTO can enhance environmental pro-
tection by reigning in the E.U. and its member states' mistaken mora-
torium on biotech crops, reversing the trend toward worldwide
rejection of biotech crops that provide the best available control tech-
nology for managing significant threats to ecological and human
health.

While the "precautionary approach" mandating increased regula-
tory scrutiny and traceability of biotech crops is based upon fears of
future harm, it appears to be a system that could lead to unintended
consequences including loss of human lives. It could be argued that
the E.U. system of traceability has already led to adverse effects upon
the health of consumers in both the E.U. member nations and nations
who hope to export to the E.U.

In the E.U. food manufacturers are so wary of triggering con-
sumer fears about traces of GMOs that they will suspend the sale of
products that are below the one percent GM label threshold, but nev-
ertheless test positive for traces of GM content. On April 12, 2001,
Italian authorities seized and tested a sample of soy-based biscuits
made by Plada, an Italian subsidiary of H.J. Heinz, the multinational
United States-based food company. While tests showed GM levels
were well under one percent (0.08 percent), Heinz recalled the bis-
cuits, asserting that it used only conventional, non-GM ingredients. 174

This was unfortunate for many consumers, because the Heinz biscuits

172. Press Release, National Association of Wheat Growers, Biotech Action Plan
Falls One Step Short (Jan. 21, 2005), available at http://www.wheatworld.org/html/
news.cfm?ID=667.
173. See, e.g., Donella Meadows, Free Trade Can Work Against the Environment-Or For
It, available at http://www.sustainer.org/dhm-archive/search.php?display-article=
VN506nafta-iied.
174. Reuters, Italy Authorities Seized Biscuits for GMO Tests, Apr. 12, 2001, available at

http://www.connectotel.com/gmfood/rel20401.txt.
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were one of the very few baked goods products which sufferers of Ce-
liac disease 175 are allowed to consume.

As noted earlier in this article, President Bush has accused the
E.U. of hindering the fight against famine in Africa.176 During a
drought in 2002, the United States attempted to alleviate some of the
suffering by offering food aid, but their offer was rejected by Zambia
based upon fears that seeds of GMO-containing foods might intermin-
gle with the domestic agricultural systems, rendering their exports in-
eligible for entry into the E.U. 177 The Zambian government initially
accepted GM foods when offered by the United States.178 Zambian
Vice President Enoch Kavindele said, "if Americans can eat GM, Zam-
bians should be able to eat GM." Two months later, however, Presi-
dent Levy Mwanawasa declared the food "poisonous" and ordered
that it be shipped to neighboring Malawi, which possessed no GM re-
strictions.' 79 The Zambians claimed that public concern prompted
the change, but Time magazine learned through a senior government
official that at least two diplomats from European countries "leaned
on the Zambians in private discussions" in order to affect their deci-
sion.180 This issue remains relevant today, as the world press recently
criticized the United States for placing "relentless pressure" on Sudan
and Angola to accept gene-altered food aid.181

If the E.U.'s T&L Directives continue to dominate world trade,
driving its trading partners to reject all biotech crops lacking E.U. ap-
proval, this global rejection will have measurable adverse effects in the
form of health effects from mycotoxins and environmental effects of
soil run-off. These adverse consequences will be measured in floating
fish and loss of habitat for endangered species, leading to nutrition-
ally distressed children, lost species, and lost lives. In an ironic twist,
the E.U.'s effort to avoid having biotech food "forced down its throat"
could lead to the force-feeding of mycotoxins or pesticides in nations

175. Due to their genetics, Europeans have a relatively high rate of Celiac disease.
See id.; see also Celiac Disease Foundation, Celiac Disease, at www.celiac.org/cd-main.
html (last visited Apr. 27, 2005) (explaining that celiac disease is a life long digestive
disorder that interferes with the digestion of nutrients and can also cause damage to
muscle tissue and the small intestine).
176. See supra note 52 and accompanying text.
177. Pew Initiative, supra note 36.
178. See Simon Robinson, To Eat or Not to Eat, TIME ONLINE EDITION, Nov. 24, 2002,
at http://www.time.com/time/nation/article/O,8599, 39 3605,00.htmil (last visited Jan.
21, 2005).
179. See id.
180. Id.
181. Reuters, African Groups Criticise US Over GMO Food Aid, May 4, 2004, available at

http://www.forbes.com/business/newswire/2004/05/0
4 /rtrl358095.html.
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lacking the risk management tools to detect and remove such con-
taminants. Over time, direct loss of life and species that is attributable
to E.U. biotech policy could be tracked using a "biosafety body count"
that links deaths to various adverse effects of this tampering with the
global food supply. As the "biosafety body count" rises, the world will
slowly be forced to come to grips with the benefits that biotech crops
now on the market could have offered earlier, if they had been widely
accepted.

IV. CONCLUSION

The agricultural biotechnology industry in the United States will
only have a thriving future if the entire agbiotech industry implements
adequate measures for "containment" of biotech crops that are not
approved for export. To maintain the flow of commodities to export
markets, biotech companies can work closely with growers associations
armed with crop-specific "standards of care" that the E.U. could
accept.

A heightened level of industry-wide stewardship could be estab-
lished immediately with a standard stewardship clause incorporated
into signed agreements with growers. The contracts could be en-
forced by the threat of contractually stipulated injunctive relief against
those who fail to comply with stewardship standards. This industry-
wide mandatory stewardship program would simultaneously stem a
looming tide of frivolous nuisance cases and also isolate the public
nuisance precedent established in the StarLink case182 by preventing
another set of bad facts from reaching appellate courts and making
bad law for biotech companies.

A coordinated strategy between growers and biotech companies
is needed to prevent both economically cataclysmic impacts to inter-
national trade and devastating legal precedents that could cede some
control over the biotech industry's future to plaintiff's class action at-
torneys. 1 3 StarLink left both of these economic and legal impacts be-
hind, and it also left grounds that would be used to support a credible
threat of "anticipatory nuisance" that can be used to impose strict con-
tainment on biotech crops where necessary.

Public nuisance law could be used by responsible biotech compa-
nies, growers, grain companies, or grocers who want to impose a
higher level of stewardship for a particular biotech crop. If the chain

182. See In re StarLink Corn Prods. Liab. Litig., 212 F. Supp. 2d 828 (N.D. Ill. 2002).
183. The history of litigation and legislation is worth reviewing as an example of

how new nationwide class actions can suppress innovation. See generally supra note
151, at 115.
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of commerce in a particular crop is threatened by potential commin-
gling, StarLink's public nuisance precedent could be used to enjoin
that which federal regulators may lack the resources or authority to
oversee properly.

The economic threat posed by biotech crops to the marketplace
is vastly outweighed by the threat to the agricultural biotechnology
industry from such a novel legal development. In other words, the
economic impact upon the United States economy from the loss of
future innovations in agricultural biotechnology is a cataclysm well
worth avoiding, through careful legal planning and cooperation.

APPENDIX A

GROWER CHECKLIST FOR LIABILITY FROM ZERO TOLERANCE STANDARDS

FOR BIOTECH CROPS IN THE AGE OF TRAcEABILITY
1 8 4

The E.U. instituted a new program at the end of April 2004, of
"Traceability and Labeling" that increases the risk of having ship-
ments of grain from the United States turned away from E.U. ports.
This is particularly true for non-GMO shipments of corn and soy-
beans. Shipments will have to disclose the types of biotech crops pre-
sent in a particular shipment, to a tolerance of zero (the limits of
detection) for certain varieties of biotech crops. It is possible that sim-
ilar "zero tolerance" standards could proliferate among E.U. trading
partners that are concerned about losing export trade to the E.U. in
the next few years as parties to the Cartagena Protocol on Biosafety
implement their own tracing system.

Identity preservation to a zero tolerance has been implemented
successfully by the American Soybean Association for several years
running, as it coped with E.U. "zero tolerance" for various new unap-
proved-in-E.U. varieties of biotech soybeans. ASA's has developed an
eleven-point plan that has succeeded in avoiding liability for growers
and grain shippers, despite E.U. policies imposing zero tolerance for
unapproved-in-E.U. varieties.1 8 5 Growers should keep the following
thoughts in mind:

184. The authors adopted this checklist from information that was originally
provided by the Minnesota Crop Improvement Association.

185. See American Soybean Association, Minimum Requirements for Attempted Identity-
Preserved Production, Harvesting, and Utilization of Biotechnology-Enhanced Varieties/Hybrids
That Are Unapproved for Export to Major Markets, at http://www.soygrowers.com/
publications/minrequire-IP.htm (last visited Apr. 27, 2005).
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1. Know What You Are Growing-Including Foreign Material

Seed sales are not certified to a zero tolerance, but can contain
several percentage points of seed that look the same but contain dif-
ferent genetics. If the seed company cannot provide information
about the presence of "unapproved-in-E.U. varieties" in your seed,
seek some assurances from your grower trade association about the
commercial launch of the unapproved-in-E.U. variety.

2. Know What Your Neighbors Plan to Grow

Your neighbors may have decided to plant an unapproved-in-E.U.
variety, or they may have planted seed containing some traces of that
unapproved-in-E.U. variety. While the ideal situation is to have a
neighbor who is as alert as you are, and also communicates with the
seed company and grower association to rule out the possible pres-
ence of an unapproved-in-E.U. variety in his seed, you should take
steps to document your efforts to investigate that neighbor's use of
unapproved-in-E.U. seed. When harvest time comes, it may be too
late to make decisions about sharing combines, transports or elevator
facilities with a grower who is not as careful as you.

3. Read What You Sign, Ask Questions, Take Notes

Your seed salesman may ask you to sign a growers agreement for
unapproved-in-E.U. seeds. Read it carefully, ask questions, and note
the responses. Also, even growers avoiding unapproved-in-E.U. seed
may still be at risk from a neighbor's crops. In that case, the growers
should ask neighbors about the level of stewardship being imple-
mented and suggest ways to avoid commingling of crops before
delivery.

4. Do Not Sign Anything Related to Certain Potential Genetic
Events

You should not sign any affidavit or statement certifying the ab-
sence of a particular genetic event, unless you are certain it is not
being commercially marketed. This is recommended even if you
know your production was in fact from a "non-GMO" seed source.
The current grain distribution system, from your local elevator to the
accumulation of product in a shipping container, may not be ade-
quate to segregate your grain from other unknown sources. Your
grain may in fact have been "non-GMO," however the probability that
it will be commingled during shipment with other grain that may not
be "non-GMO" is high. Commingled shipments will be tested when
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they arrive at their final destination. If any GM grain (e.g., Roundup-
Ready soybeans) is present in the shipment, there is a high probability
it will be detected. This could result in the entire shipment being re-
jected. You need to discuss with your legal counsel the degree of lia-
bility you have for this shipment as a result of certifying your portion
of the shipment's "non-GMO" status by signing an affidavit.

5. Check For the Following

Several quick litmus tests have become available to local elevators
that claim to be able to detect the presence of GM grain. Grain pro-
ducers need to realize that the sampling and testing phase of non-
GMO export transactions is extremely critical and it is very important
for you to:

a. Discuss with someone knowledgeable what adequate proce-
dures for sampling of your shipments need to be followed for
the trait testing to be valid.

b. Demand from those receiving your grain written confirmation
that the entire shipment will be scientifically sampled and
tested at each stage of the entire shipping process.

c. Do not depend on quick and easy testing procedures to verify
the presence of GM grain. The laboratory tests required to relia-
bly test for the presence of GM traits are more complicated,
time consuming and expensive than the quick tests. Contact
your grower association to develop an official non-GMO grain
certification program to assure your next year's production can
enter this segment of the grain market with minimum risks to
the grain producer.

APPENDIX B
AMERICAN SOYBEAN ASSOCIATION POLICY

As a part of the Policy Resolution on Biotechnology Approvals,
the American Soybean Association has generated a document entitled
"Minimum Requirements for Attempted Identity-Preserved Produc-
tion, Harvesting, and Utilization of Biotechnology-Enhanced Soybean
Varieties that are Unapproved for Export to Major Markets." 18 6 As the
name implies, the purpose of the document is to provide growers with
a standardized set of procedures that would help to prevent the co-
mingling of authorized and unauthorized varieties of soybean. Some
of the guidelines contained therein are as follows:

186. Document provided by Kim Nill, Technical Issues Director, International Mar-
keting for the American Soybean Association.
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There must be a contract between the seed company and each
farmer, requiring delivery of all production from the biotechnology-
derived seed, allowing on-farm midseason field inspections, requir-
ing minimum isolation distances from other types of the crop, and
other requirements inherent in certified seed production.
All unused seed must be returned to the seed company for proper
disposal.
Designated delivery points must be facilities that do not deliver any
crop into export channels.
The contract growing of biotechnology-enhanced varieties that are
unapproved for export should be confined to restricted "closed-
loop" geographic areas, and the number of the separate geographic
areas kept to as few as possible, in order to minimize the likelihood
for IP system failures.
Varietal verification testing of each load delivered by each farmer
must be performed at each delivery point, with totals by farmer
matched up with the midseason field yield estimates to ensure that
each farmer delivered all of the biotechnology-enhanced crop he
produces in each crop year.
Before handling or harvesting any other varieties of crops, each
farmer must thoroughly clean out all [equipment] utilized in [han-
dling] the biotechnology-enhanced crops.
No "test plots" of unapproved for export, biotechnology-derived va-
rieties shall be allowed, other than the above contracted fields.
An outside third party will check verification of the establishment of
a closed loop system and adherence to these requirements.
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