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I. INTRODUCTION 
 The Agreement on the Application of Sanitary and Phytosanitary 
Measures (the SPS Agreement or the SPS), which is part of the 
organic law of the World Trade Organization (WTO), can affect the 
ability of governments to provide health and achieve biosafety.1  
Governments that are members of the WTO must follow SPS rules in 
enacting legislation and implementing regulations that come within 
the scope of the SPS Agreement.2  Consumer and environmental 
groups have widely criticized these rules for allegedly undermining 
public health.3 

                                                 
 * Attorney, Wilmer, Cutler & Pickering, Washington, D.C.  The views expressed are 
those of the author only.  The author wishes to thank Bill Davey for his helpful comments. 
 1. See Agreement on the Application of Sanitary and Phytosanitary Measures, Apr. 15, 
1994, Marrakesh Agreement Establishing the World Trade Organization [hereinafter WTO 
Agreement], Annex 1A, LEGAL INSTRUMENTS—RESULTS OF THE URUGUAY ROUND (1994) 
[hereinafter SPS Agreement]. 
 2. See id. art. 1. 
 3. See Geoffrey Lean, The Hidden Tentacles of the World’s Most Secret Body, THE 
INDEPENDENT (London), July 18, 1999, at 13; LORI WALLACH & MICHELLE SFORZA, WHOSE 
TRADE ORGANIZATION?  CORPORATE GLOBALIZATION AND THE EROSION OF DEMOCRACY chs. 2, 3 
(1999); see also Warning–Bioinvasion, N.Y. TIMES, Sept. 20, 1999, at A11 (full page 
advertisement stating that trade threatens biodiversity and calling for a de-emphasis on global 
trade and travel). 
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 This Article proceeds in the following way.  The next part (Part 
II) reviews the operation of the SPS Agreement.  Part III then briefly 
examines two important policy issues—the precautionary principle 
and product labeling.  Part IV gives an overview of the new Cartagena 
Protocol on Biosafety.  This Article concludes in Part V that, while 
there are legitimate concerns about whether the SPS interferes too 
much in health policy, a comprehensive evaluation of the SPS aimed 
at seeking major revisions is premature. 

II. OPERATION OF THE SPS AGREEMENT 
 Concerns about unjustified sanitary measures go back many 
decades.  The League of Nations examined this problem with a view 
toward using science to determine the validity of trade bans.4  
However, no multilateral discipline ensued until 1947, when the 
General Agreement on Tariffs and Trade (GATT) was established.5  
Although GATT rules were intended to prohibit sanitation-based 
import bans that were disguised restrictions to trade, these rules were 
hardly ever tested.6  Instead, a GATT Standards Code was written in 
1979,7 and when that proved inadequate, a new effort to draft a 
separate SPS agreement was begun in the late 1980s.8 
 The SPS builds on the GATT in many ways.  Perhaps the most 
important addition is the discipline on domestic measures.9  Under the 
GATT, a domestic health standard impeding an import was held only 
to the principle of “national treatment.”10   So long as the import was 
treated no less favorably than the domestic product, it did not matter 
how flimsy the justification was for the domestic standard.11  As will 
be explained below, the SPS subjects non-discriminatory domestic 
                                                 
 4. See, e.g., International Conference for the Abolition of Import and Export 
Prohibitions and Restrictions, Proceedings of the Conference, League of Nations Doc. C.21.M.12 
1928 II, pt. I.B., at 45 (1928). 
 5. General Agreement on Tariffs and Trade, Oct. 30, 1947, 61 Stat. A-11, T.I.A.S. 1700, 
55 U.N.T.S. 194.  For the current (1994) GATT, see the WTO Agreement, supra note 1, Annex 
1A, LEGAL INSTRUMENTS—RESULTS OF THE URUGUAY ROUND (1994) [hereinafter GATT]. 
 6. See 1 WORLD TRADE ORGANIZATION, GUIDE TO GATT LAW AND PRACTICE 565–66 
(6th ed. 1995) (discussing the drafting history of GATT Article XX, which anticipated 
consultation with international scientific agencies). 
 7. See Agreement on Technical Barriers to Trade, Apr. 12, 1979, 1186 U.N.T.S. 276, 
GATT B.I.S.D. (26th Supp.) at 8 (1980). 
 8. See GATT Decisions Adopted at the Mid-Term Review of the Uruguay Round, July 
1989, 28 I.L.M. 1023, 1028 (1989). 
 9. See SPS Agreement, supra note 1.  Domestic measures regulate activities within a 
country and may be applied similarly to imported products.  By contrast, a trade measure applies 
only to imported products. 
 10. GATT, supra note 5, art. 3. 
 11. See id. 
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measures to supervision whenever they affect trade.  Because the SPS 
has more stringent disciplines than the GATT, the health exception in 
GATT Article XX(b) is not available to a government as a defense in 
an SPS lawsuit.12 
 As of April 2000, WTO panels and the WTO Appellate Body 
(the Appellate Body) have handed down three SPS judgments.13  In all 
three cases, the defendant government employing the health measure 
lost.14  Two of the disputes involved “sanitary” measures focusing on 

                                                 
 12. See WTO, supra note 1, Annex 1A, General Interpretative Note. 
 13. See WTO Appellate Body Report, EC Measures Concerning Meat and Meat Products 
(Hormones), AB-1997-4, WT/DS26/AB/R, WT/DS48/AB/R (Jan. 16, 1998) [hereinafter 
Appellate Body Hormones Decision], available at (visited June 10, 2000) 
<http://www.wto.org/dispute/distab.htm>; WTO Appellate Body Report, Australia—Measures 
Affecting Importation of Salmon, AB-1998-5, WT/DS18/AB/R (Oct. 20, 1998) [hereinafter 
Appellate Body Salmon Decision], available at (visited June 10, 2000) 
<http://www.wto.org/dispute/distab.htm>; WTO Appellate Body Report, Japan—Measures 
Affecting Agricultural Products, AB-1998-8, WT/DS76/AB/R (Feb. 22, 1999) [hereinafter 
Appellate Body Agricultural Products Decision], available at (visited June 10, 2000) 
<http://www.wto.org/dispute/distab.htm>.  SPS rules are enforced through WTO dispute 
settlement procedures.  See Understanding on Rules and Procedures Governing the Settlement of 
Disputes, Apr. 15, 1994, WTO Agreement, supra note 1, Annex 2, LEGAL INSTRUMENTS—
RESULTS OF THE URUGUAY ROUND; 33 I.L.M. 1226 (1994); SPS Agreement, supra note 1, art. 11.  
If a WTO member government believes that another member is utilizing a health measure in 
violation of SPS rules, it can complain to the WTO.  See id.  A panel will be appointed to hear 
testimony from the plaintiff and defendant governments and then render a decision.  See id.  After 
the panel hands down its decision, it may be appealed to the WTO Appellate Body (as the first 
three SPS cases were).  The Appellate Body then delivers a final decision within 90 days.  See id.  
If the defendant government loses the case, it is asked by the WTO Council to bring its SPS 
measure into conformity with whatever SPS rule it was found to have violated.  See id.  If the 
government does not do so within a specified period of time, the WTO Council may authorize the 
complaining country to impose trade retaliation on the scofflaw government.  See id.  In all three 
SPS cases, the panels consulted scientific experts to reach a decision.  See WTO Panel Report, 
EC Measures Concerning Meat and Meat Products (Hormones)—Complaint by the United 
States, WT/DS26/R/USA, pt. VI (Aug. 18, 1997) [hereinafter Hormones Panel Report—USA], 
available at (visited June 10, 2000) <http://www.wto.org/dispute/distab.htm>; see WTO Panel 
Report, EC Measures Concerning Meat and Meat Products (Hormones)—Complaint by Canada, 
WT/DS48/R/CAN, pt. VI (Aug. 18, 1997) [hereinafter Hormones Panel Report—Canada], 
available at (visited June 10, 2000) <http://www.wto.org/dispute/distab.htm>; WTO Panel Report, 
Australia—Measures Affecting Importation of Salmon, WT/DS18/R, pt. VI (June 12, 1998) 
[hereinafter Salmon Panel Report], available at (visited June 10, 2000) 
<http://www.wto.org/dispute/distab.htm>; WTO Panel Report, Japan—Measures Affecting 
Agricultural Products, AB-1998-8, WT/DS76/R, pt. VI (Oct. 27, 1998) [hereinafter Agricultural 
Products Panel Report], available at (visited June 10, 2000) <http://www.wto.org/dispute/ 
distab.htm>.  
 14. See Appellate Body Hormones Decision, supra note 13, pt. XIV; Appellate Body 
Salmon Decision, supra note 13, pt. VII; Appellate Body Agricultural Products Decision, supra 
note 13, pt. VII. 
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food safety and on fishery ecology.15  One dispute involved 
“phytosanitary” measures focusing on agricultural disease.16  
 The first case was EC—Measures Concerning Meat and Meat 
Products (Hormones).17  The United States and Canada complained 
against a ban (begun in 1989) by the European Communities (EC) on 
the importation of meat produced from cattle that had been injected 
with or fed growth hormones.18  The EC had banned the use of six 
growth hormones in Europe to promote food safety and sought to 
keep out foreign meat produced with such hormones.19  The rationale 
for the ban was that the hormones might be carcinogenic.20  The 
Appellate Body ruled against the EC in January 1998;21 an arbitrator 
gave the European Commission (the Commission) fifteen months to 
bring its law into conformity with SPS rules.22  In mid-1999, the 
United States and Canada imposed trade retaliation against the 
European Union (EU) for failing to lift the ban against meat produced 
using growth hormones.23  EU officials refuse to lift the ban on the 
grounds that consumers do not want to eat meat produced with 
hormones because it may be unsafe.24 
 The second case was Australia—Measures Affecting the 
Importation of Salmon (Salmon).25  Canada complained against an 
Australian ban (begun in 1975) on the importation of fresh, chilled, or 
frozen salmon (i.e., not heat-treated).26  Australia had enacted this ban 
to prevent the introduction of exotic pathogens not present in 
Australia.27  The Appellate Body ruled against Australia in October 
1998;28 an arbitrator gave Australia eight months to bring its 

                                                 
 15. See Appellate Body Hormones Decision, supra note 13; Appellate Body Salmon 
Decision, supra note 13. 
 16. See Appellate Body Agricultural Products Decision, supra note 13. 
 17. Appellate Body Hormones Decision, supra note 13. 
 18. See id. paras. 2-5. 
 19. See id. 
 20. See, e.g., Hormones Panel Report—Canada, supra note 13, paras. II.31(iii), III.6, 
IV.12, .19, .50, .67, .93, .128, .146. 
 21. See Appellate Body Hormones Decision, supra note 13, pt. XIV. 
 22. See Overview of the State-of-Play of WTO Disputes, pt. I, para. 9 (visited June 10, 
2000) <http://www.wto.org/wto/dispute/bulletin.htm>. 
 23. See U.S., Canada Name Final EU Imports Targeted for Duties in Beef Dispute, World 
Food Reg. Rev. (BNA), at 13-14 (Sept. 1999). 
 24. See Alison Smith & Mike Smith, Brussels Seeks Tougher Bans on Hormone-Treated 
Beef, FIN. TIMES (London), May 25, 2000, at A1. 
 25. Appellate Body Salmon Decision, supra note 13. 
 26. See id. paras. 1-2. 
 27. See Salmon Panel Report, supra note 13, paras. 2, 11. 
 28. See Appellate Body Salmon Decision, supra note 13, pt. VII. 
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regulation into conformity with SPS rules.29  In February 2000, a 
WTO panel found that Australia failed to comply.30  Canada then 
sought authority from the WTO to retaliate against Australia.31  This 
pressure led to a settlement in May 2000, whereby Australia agreed to 
allow in Canadian salmon that meets sanitary processing standards.32 
 The third case was Japan—Measures Affecting Agricultural 
Products (Agricultural Products).33  The United States complained 
about a Japanese phytosanitary measure (begun in 1950) that banned 
imports of apples, cherries, nectarines, and walnuts potentially 
infested with coddling moth.34  In 1987, Japan had provided for lifting 
this ban subject to certain quarantine and fumigation requirements 
which call for each variety of fruit to be individually tested.35  It was 
this separate testing requirement that provoked the WTO dispute.36  
The Appellate Body ruled against Japan in February 1999.37  
Thereafter, Japan agreed to bring its regulation into conformity with 
SPS rules by the end of 1999, and has apparently done so.38 
 The victory by the plaintiffs in these three disputes will surely 
lead to more such cases in the future.  
 Disputes may be looming on issues such as antibiotics in animals 
and genetically modified (GM) organisms.39  Even when the 
substance being regulated is unquestionably harmful (e.g., dioxin), 
disputes can occur over whether the regulatory response is broader or 
longer lasting than necessary. 

                                                 
 29. See WTO Arbitrator’s Report, Australia—Measures Affecting Importation of Salmon, 
WT/DS18/9, para. 39 (Feb. 23, 1999), available at (visited June 10, 2000) 
<http://www.wto.org/dispute/distab.htm>. 
 30. See WTO Panel Report, Australia—Measures Affecting Importation of Salmon—
Recourse to Article 21.5 by Canada , WT/DS18/RW, para. 8.1 (Feb. 18, 2000) [hereinafter 
Australia Compliance Report], available at (visited June 10, 2000) <http://www.wto.org/ 
dispute/distab.htm>. 
 31. See Australia Faulted for Failure to Comply with Salmon Ruling, World Food Reg. 
Rev. (BNA), at 17 (Apr. 2000). 
 32. See Australia, Canada Announce Salmon Dispute Settlement, World Food Reg. Rev. 
(BNA), at 15-16 (June 2000). 
 33. Appellate Body Agricultural Products Decision, supra note 13. 
 34. See Agricultural Products Panel Report, supra note 13, paras. 3.1-.2. 
 35. See id., paras. 2.23-.24. 
 36. See id., para. 4.2. 
 37. See Appellate Body Agricultural Products Decision, supra note 13, pt. VII. 
 38. See Overview of the State-of-Play of WTO Disputes, pt. I, para. 20 (visited June 10, 
2000) <http://www.wto.org/wto/dispute/bulletin.htm>. 
 39. See Gary G. Yerkey, International Trade:  U.S. Considers Filing WTO Complaint 
Over EU Barriers to GMO Trade, USTR Says, Daily Rep. for Execs. (BNA), at A-2 (June 25, 
1999), available in Westlaw, BNA-DER Library, File No. 122 DER A-2, 1999; Barshefsky Hints 
at Considering Possible Biotech Case Against EU, Inside US Trade, at 12 (June 16, 2000). 
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A. Overview of the SPS 
 The SPS is a trade agreement, not a health agreement.  Although 
the preamble to the SPS takes note of a desire by governments to 
improve human and animal health, the SPS targets only the overuse of 
national health regulation.  Thus, a government that abandoned all 
health regulations would not be in violation of the SPS.  Governments 
do not violate the SPS by permitting exports unsafe for the foreign 
consumer. 
 Consider food safety, for example.  Even though world food 
trade is very important economically and nutritionally, the SPS 
contains no minimum standard for food safety or for applying science 
to the food production process.40  In other words, although a 
government can violate the SPS by using poor science to impose food 
safety regulation, a government cannot violate the SPS by neglecting 
science in failing to impose adequate food safety regulation. 
 SPS rules apply only to sanitary and phytosanitary measures as 
defined in the Agreement.41  In broad terms, the SPS pertains to laws 
that protect against exposure to pests (e.g., insects and weeds), 
disease-carrying organisms, disease-causing organisms, disease-
carrying animals or plants, and to laws restricting additives, 
contaminants, and toxins in food and feedstuffs.42  For example, 
protection against pesticide residues in fruit is covered by the SPS 
because such residues are contaminants.43  Protection against the entry 
of exotic species is covered if the species cause disease or are pests.44  
On the other hand, many health or environmental risks are not 
covered; a law regulating the entry of drugs or cigarettes will usually 
not come within the terms of the SPS.  Protection against (real or 
imagined) human health risks from bioengineered processed products 
is apparently not covered by the SPS because genetic modification is 

                                                 
 40. The SPS is sometimes erroneously characterized as an agreement about food safety.  
For example, in a speech in June 1999, President Bill Clinton said that “Presidents have used 
trade talks to protect interests in intellectual property and interest in food safety.  I want Congress 
to give me the ability to use trade talks to protect the environment and the rights of workers, as 
well.”  Commencement Address at the University of Chicago in Chicago, Illinois, 35 WEEKLY 
COMP. PRES. DOC. 1098 (June 12, 1999).  The comparison between trade-related intellectual 
property rules and SPS rules is an inapt one however, as the SPS does not provide any private 
right of action in national law, nor does it require adherence to international food safety standards. 
 41. See SPS Agreement, supra note 1, Annex A, para. 1; Agricultural Biotechnology in 
the New Round of WTO Negotiations, reprinted in Inside US Trade, at 21-23 (Sept. 24, 1999). 
 42. See SPS Agreement, supra note 1, Annex A. 
 43. See id. 
 44. See id. 
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not listed in the above categories.45 But the risk that bioengineered 
seeds might spread insect pests is covered by the SPS because the 
“spread of pests” is a listed SPS risk.46 
 Whether a product is covered by the SPS has caused 
considerable confusion.  If the SPS applies to a particular risk, then 
governments must not undertake health regulation prohibited by SPS 
rules.47  If the SPS does not cover a particular risk, then governments 
have no SPS obligations for that product or process.  Governments are 
not necessarily prevented from regulating that risk; rather, the WTO 
will review such regulation under less onerous rules in the Agreement 
on Technical Barriers to Trade (the TBT Agreement or the TBT)48 or 
the GATT.49  The TBT Agreement does not supervise any measure 
covered by the SPS Agreement.50 
 The SPS Agreement only pertains to health standards applied to 
imports.51  Thus, a country imposing an unscientific domestic ban 
(e.g., on a pesticide residue) that did not apply to imports would not 
violate the SPS Agreement.  Of course, this retained autonomy is 
unlikely to prevent trade conflict.  Governments do not typically 
impose a health standard on domestic production while legally 
permitting imports that do not meet that standard.  
 Before turning to the SPS rules, a brief discussion of the burden 
of proof and the standard of review may be helpful.  As is typical in 
lawsuits, the initial burden lies with the plaintiff government lodging 
the complaint, which must establish a clear (i.e., prima facie) case of 

                                                 
 45. See id.  The applicability of the SPS to GM products is complex.  The SPS applies to 
“organisms,” but this key term is not defined in the Agreement.  Cereal in a carton is not an 
organism, but the cut grain used to make the cereal is an organism.  Seeds are organisms. 
 Recently, the U.S. Congress passed the Trade and Development Act of 2000, Pub. L. No. 
106-200.  This statute contains a provision in section 409(b)(4) that establishes U.S. objectives in 
ongoing WTO negotiations regarding agriculture, one of which is to affirm that the SPS applies to 
new technology, including biotechnology. 
 46. SPS Agreement, supra note 1, Annex A., para. 1(a).  But the risk that GM seeds 
would injure insects is probably not covered by the SPS, which omits many nondisease 
ecological risks. 
 47. WTO, WTO AGREEMENTS SERIES NO. 4, SANITARY & PHYTOSANITARY MEASURES 15-
16 (1998) [hereinafter WTO, SANITARY & PHYTOSANITARY MEASURES] . 
 48. Agreement on Technical Barriers to Trade, Apr. 15, 1994, WTO Agreement, supra 
note 1, Annex 1A, LEGAL INSTRUMENTS—RESULTS OF THE URUGUAY ROUND (1994) [hereinafter 
TBT Agreement]. 
 49. See WTO, SANITARY & PHYTOSANITARY MEASURES, supra note 47, at 15-16.  The 
WTO Secretariat has devised a good flowchart showing how trade supervision is split between 
the SPS and the TBT, and how some regulations are not supervised by either.  See id.  Students of 
the SPS Agreement often get confused by thinking that the SPS is designed to permit certain 
regulations, and thus regulations not permitted are prohibited.  This is wrong. 
 50. See TBT Agreement, supra note 48, art. 1.4. 
 51. See SPS Agreement, supra note 1, art. 1.1. 
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inconsistency with SPS rules.52  Once that occurs, the defendant 
government employing the health measure has the burden to bring 
forward evidence and arguments to refute the allegation that it is 
violating a WTO rule.53  The standard of review dictates whether the 
panel should be deferential to the regulatory or judicial authorities of 
the defendant country imposing the health measure.  As can be seen in 
Hormones, the Appellate Body rejected the Commission’s arguments 
for deference.54  The Appellate Body stated that the role of the panel is 
to make an “objective assessment of the facts” relying on the evidence 
as presented by governments and outside experts.55 

B. SPS Disciplines 
 The complex SPS rules can be abridged into eight disciplines 
and one exemption.  This section will briefly discuss these rules 
drawing from the language of the SPS and, when available, WTO 
case law.56  
 The first SPS discipline is the science requirement.57  SPS Article 
2.2 states that governments “shall ensure that any sanitary or 
phytosanitary measure is applied only to the extent necessary to 
protect human, animal or plant life or health, is based on scientific 
principles, and is not maintained without sufficient scientific 
evidence.”58  In Agricultural Products, the Appellate Body interpreted 
this provision to require “a rational or objective relationship between 
the SPS measure and the scientific evidence.”59  The panel and 
Appellate Body concluded that Article 2.2 was being violated because 
Japan could not show that the quarantine and fumigation used for one 
variety of fruit or nut would be inadequate for other varieties.60 
 Although many commentators suggest that “sound science” is a 
requirement of the SPS Agreement, that term does not appear 

                                                 
 52. See Appellate Body Hormones Decision, supra note 13, paras. 98-109; Australia 
Compliance Report, supra note 30, para. 7.37. 
 53. See Australia Compliance Report, supra note 30, para. 7.37. 
 54. Appellate Body Hormones Decision, supra note 13, paras. 113-18. 
 55. Id. 
 56. It should be noted that the SPS is a comprehensive agreement containing many 
requirements not discussed in this article.  
 57. See SPS Agreement, supra note 1, art. 2.2.  For a good discussion of the role of 
science in trade agreements, see DAVID A. WIRTH, THE ROLE OF SCIENCE IN THE URUGUAY ROUND 
AND NAFTA TRADE DISCIPLINES (1994). 
 58. SPS Agreement, supra note 1, art. 2.2. 
 59. Appellate Body Agricultural Products Decision, supra note 13, para. 84. 
 60. See id.; Agricultural Products Panel Report, supra note 13, paras. 8.26-.27.   
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anywhere in the Agreement itself.61  In omitting this term, the 
Agreement remains unclear as to what extent panels may discount 
questionable scientific findings presented by a government.  So far, no 
panel has been faced with such a decision.  Eventually, a dispute will 
arise where a government presents a scientific study for a SPS 
measure that is then challenged by other scientists as being a poorly 
conducted study.  Future WTO panels will likely seek to weigh 
competing studies in the manner that many national courts do. 
 A second SPS discipline is the requirement for a risk 
assessment.62  Analysts looking for coherence within the WTO might 
view this discipline as part of a new pro-competitive regulatory thrust 
of world trade rules.  At a sufficient level of abstraction, there is a 
common thread between the WTO requirements to protect intellectual 
property,63 to administer regulations on trade in services “in a 
reasonable, objective and impartial manner,”64 and to utilize a risk 
assessment.65  The common thread is the articulation of appropriate 
government regulatory practices. 
 SPS Article 5.1 requires governments to ensure that their sanitary 
and phytosanitary measures are “based on an assessment, as 
appropriate to the circumstances, of the risks to human, animal or 
plant life or health.”66  This requirement has proven to be of central 
importance in enforcing the SPS Agreement; it was litigated in all 
three WTO disputes and consequently, there is now a small body of 
case law in which each defendant government was found to be in 
violation of Article 5.1.67 
 What is a risk assessment?  The SPS Agreement explains that a 
risk assessment can be either “the evaluation of the likelihood of 

                                                 
 61. See, e.g., Industry Presses U.S. Government to Uphold Sound Science Rules, Inside 
US Trade, at 7 (Apr. 23, 1999); TRANSATLANTIC BUS. DIALOGUE, BERLIN 1999 COMMUNIQUÉ 39 
(visited June 10, 2000) <http://www.tabd.com/recom/berlincomm.html> (urging governments to 
reaffirm the WTO’s commitment to sound science criteria). 
 62. See SPS Agreement, supra note 1, art. 5.1. 
 63. See Agreement on Trade-Related Aspects of Intellectual Property Rights, Apr. 15, 
1994, WTO Agreement, supra note 1, Annex 1C, LEGAL INSTRUMENTS—RESULTS OF THE 
URUGUAY ROUND; 33 I.L.M. 1197 (1994). 
 64. General Agreement on Trade in Services, Apr. 15, 1994, WTO Agreement, supra note 
1, Annex 1B, art. VI(1), LEGAL INSTRUMENTS—RESULTS OF THE URUGUAY ROUND; 33 I.L.M. 
1167 (1994); see also WTO Negotiating Group on Basic Telecomm., Reference Paper (Apr. 24, 
1996) (calling for the prevention of anti-competitiveness practices in telecommunications), 
available at (visited June 10, 2000) <http://www.wto.org/wto/services/ 
tel23.htm>. 
 65. See SPS Agreement, supra note 1, art. 5.1. 
 66. Id. 
 67. See Appellate Body Hormones Decision, supra note 13; Appellate Body Salmon 
Decision, supra note 13; Appellate Body Agricultural Products Decision, supra note 13. 
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entry, establishment or spread of a pest or disease . . . or the 
evaluation of the potential for adverse effects on human or animal 
health arising from the presence of additives, contaminants, toxins or 
disease-causing organisms in food, beverages or feedstuffs.”68  In 
interpreting this provision, the Appellate Body explains that, while an 
adequate assessment must evaluate the probability of risk, it does not 
have to make a monolithic finding.69  Thus, a risk assessment that 
presented both a “mainstream” and a “divergent” scientific view 
could be an adequate assessment.70  Moreover, a risk assessment is not 
required to be expressed as a quantitative conclusion.71 
 According to the Appellate Body, a risk assessment must find 
evidence of an “ascertainable” risk.72  The Appellate Body has stated 
that it will not be sufficient for governments to impose regulations 
simply on the basis of the “theoretical” risk that underlies all scientific 
uncertainty.73  In Salmon, for example, the Appellate Body agreed 
with the panel that the analysis conducted by the Australian 
Government was not a proper risk assessment because it lent too 
much weight to “unknown and uncertain elements.”74  On the other 
hand, there is no minimally sufficient magnitude of risk that 
regulators must ascertain.75  Adding this up, the Appellate Body 
appears to be stating that a risk assessment can still be acceptable 
even if it points to an extremely small risk. 
 Hormones made clear the central importance of a risk 
assessment.76  In that dispute, there was considerable evidence that the 
use of hormones as a growth promoter was safe.77  Yet most of this 
evidence assumed that the hormones would be used in accordance 
with “good veterinary practice.”78  Thus, if hormones were misused in 

                                                 
 68. SPS Agreement, supra note 1, Annex A, para. 4. 
 69. See, e.g., Appellate Body Hormones Decision, supra note 13, paras. 187, 194; 
Appellate Body Salmon Decision, supra note 13, paras. 123-24. 
 70. See, e.g., Appellate Body Hormones Decision, supra note 13, para. 194. 
 71. See Appellate Body Salmon Decision, supra note 13, para. 124.  In the recent 
Australia Compliance Report, the presiding WTO panel held that a risk assessment must meet a 
certain level of objectivity such that one can have reasonable confidence in the evaluation made 
and in the levels of risk assigned.  See Australia Compliance Report, supra note 30, paras. 7.47, 
7.49, 7.51. 
 72. Appellate Body Hormones Decision, supra note 13, para. 187; Appellate Body 
Salmon Decision, supra note 13, para. 125. 
 73. Appellate Body Hormones Decision, supra note 13, para. 186. 
 74. Appellate Body Salmon Decision, supra note 13, para. 129. 
 75. See id. para. 124; Appellate Body Hormones Decision, supra note 13, para. 186. 
 76. Appellate Body Hormones Decision, supra note 13, para. 206. 
 77. See id. 
 78. Id. 
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fattening animals, the available evidence did not demonstrate the 
safety of eating such meat.79  
 This lacunae did not prevent the EC from losing the case, 
however.80  Even while admitting that hormone abuse could constitute 
a health risk, the Appellate Body faulted the Commission for not 
having a risk assessment of such potential abuse.81  Although it is 
often said that the SPS only prohibits import bans on products that 
have been proven safe, this episode shows that SPS disciplines can 
disallow a health regulation aimed at a potentially unsafe practice 
when no risk assessment exists. 
 Once the existence of an adequate risk assessment is shown, the 
panel must then consider whether the health measure is “based on” 
this assessment.82  The Appellate Body reads “based on” as a 
“substantive requirement.”83  In the first SPS case, Hormones, the 
panel sought to impose a procedural requirement that the defendant 
government actually rely upon the risk assessment.84  The panel then 
undertook an administrative law analysis of the Commission’s 
decision-making process.85  This approach had the effect of excluding 
new scientific evidence that arose during the course of WTO review.86  
In an important ruling, the Appellate Body rejected this attempt to 
incorporate rulemaking-type obligations into the SPS.87 
 The Appellate Body has been a bit unclear on how this “based 
on” test operates.  Within the same decision, it said that the risk 
assessment must “sufficiently warrant,” “sufficiently support,” 
“reasonably warrant,” “reasonably support,” or “rationally support” 
using the health measure, and that there must be an “objective 

                                                 
 79. See id. 
 80. See id. paras. 206-08. 
 81. See id. 
 82. See id. para. 186. 
 83. Id. para. 193. 
 84. See Hormones Panel Report—USA, supra note 13, paras. 8.112-.116; Hormones 
Panel Report—Canada, supra note 13, paras. 8.115-.119. 
 85. See Hormones Panel Report—USA, supra note 13, paras. 8.114-.116; Hormones 
Panel Report—Canada, supra note 13, paras. 8.117-.119. 
 86. See Hormones Panel Report—USA, supra note 13, para. 8.115; Hormones Panel 
Report—Canada, supra note 13, para. 8.118. 
 87. See Appellate Body Hormones Decision, supra note 13, paras. 193-94.  For a defense 
of the panel’s approach, written by the Chairman of the panel, see Thomas Cottier, SPS Risk 
Assessment and Risk Management in WTO Dispute Settlement:  Experience and Lessons, in 
GLOBALIZATION AND THE ENVIRONMENT:  RISK ASSESSMENT AND THE WTO (David Robertson & 
Aynsley Kellows eds., forthcoming).  Cf. Robert Howse, Democracy, Science, and Free Trade:  
Risk Regulation on Trial at the World Trade Organization, 98 MICH. L. REV. (forthcoming 2000) 
(suggesting that sanitary regulations be defensible in a public process of justification by reasons 
and evidence). 
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relationship” or a “rational relationship” between the risk and the 
measure.88  This test was first implemented in the Hormones case, 
where the panel and Appellate Body found that the thin EC risk 
assessment did not rationally support banning the importation of meat 
produced with growth hormones.89  
 The Appellate Body noted that Dr.  George Lucier of the U.S.  
National Institute of Environmental Health Sciences, an expert 
consulted by the WTO panel, had testified that one out of every 
million women would get breast cancer from eating meat produced 
with growth hormones.90  But the Appellate Body viewed Lucier’s 
testimony, noting that his opinion was not based on studies that he had 
conducted and that his views were “divergent” from the other views 
received by the panel.91  It is unclear whether the Appellate Body 
dismissed Lucier’s opinion as scientifically unsound, or adjudged a 
one-in-a-million risk to women to be unimportant. 
 The SPS Agreement does not direct WTO panels to apply a 
benefit-cost analysis.92  Thus, so long as a governmental measure is 
based on an adequate risk assessment, the fact that the measure’s cost 
exceeds its benefit would not constitute a violation of the SPS.  
Looking ahead, one can foresee attempts by litigant governments to 
impose an economic test on defendant governments via Article 2.2 or 
Article 5.3, which requires governments to “take into account as 
relevant economic factors” several factors including “the relative 
cost-effectiveness of alternative approaches to limiting risks.”93  Even 
in its first SPS decision, the Appellate Body noted that promoting 
international trade and protecting human health were “sometimes 

                                                 
 88. See Appellate Body Hormones Decision, supra note 13, paras. 186, 189, 193, 197, 
253(l).  It is interesting to note that in 1927 the Committee of Experts for the Progressive 
Codification of International Law suggested that the Permanent International Court of Justice 
develop a “rule of reasonableness” for sanitary measures.  See COMM. OF EXPERTS FOR THE 
PROGRESSIVE CODIFICATION OF INT’L LAW, LEAGUE OF NATIONS, THE MOST-FAVOURED-NATION 
CLAUSE, reprinted in 22 AM. J. INT’L L. 133, 149 (Supp. 1928). 
 89. Appellate Body Hormones Decision, supra note 13, paras. 196-97, 200. 
 90. See id. para. 198 nn.181-82.  Actually, the rendition of Dr. Lucier’s testimony in the 
Appellate Body opinion is taken out of context.  What Lucier actually said is that “the risk . . . is 
somewhere between zero and somewhere around one in a million.”  Hormones Panel Report—
USA, supra note 13, Annex, para. 24 (emphasis added); Hormones Panel Report—Canada, supra 
note 13, Annex, para. 24 (same).  In ascribing more certainty to Lucier’s testimony, the Appellate 
Body seems to reject it on the merits. 
 91. Appellate Body Hormones Decision, supra note 13, para. 198. 
 92. See Alan O. Sykes, Regulatory Protectionism and the Law of International Trade, 66 
U. CHI. L. REV. 1, 31-33 (1999). 
 93. SPS Agreement, supra note 1, art. 5.3. 
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competing” interests.94  This may lead to efforts by panels to weigh 
these competing interests. 
 The third core SPS discipline is the requirement for national 
regulatory consistency.95  Article 5.5 states that “[w]ith the objective 
of achieving consistency” in levels of protection against health risks, a 
government “shall avoid arbitrary or unjustifiable distinctions in the 
levels it considers to be appropriate in different situations, if such 
distinctions result in discrimination or a disguised restriction on 
international trade.”96  This is the most controversial SPS rule because 
it supervises a government’s choice of a  “level” of health protection 
to be sought.97 
 The Appellate Body has confirmed that there are three elements 
to an Article 5.5 violation.98  First, the defendant government must be 
seeking different levels of health protection in “comparable” 
situations.99  In Salmon, the Appellate Body explained that situations 
are “comparable” when there is “in common a risk of entry . . . or 
spread of one disease of concern.”100  For example, health regulations 
on salmon (for consumption) may be compared to regulations on 
herring (for bait) because both salmon and herring can cause the same 
health risk.101  The second element is that the differences in the 
government’s intended level of protection must be “arbitrary or 
unjustifiable.”102  This can be found if the risks are commensurate but 
the level of protection is different.  The third element is that the health 
measure embodying these differences results in discrimination or a 
disguised restriction on international trade.103  In the disputes so far, 
the first two elements have been more easily shown.104  Therefore, it is 
the third element on which many cases will hinge. 

                                                 
 94. Appellate Body Hormones Decision, supra note 13, para. 177. 
 95. See SPS Agreement, supra note 1, art. 5.5. 
 96. Id. 
 97. Id. Annex A, para. 5.  The SPS Agreement makes clear that governments are 
permitted to determine their desired “level” of health protection or, in other words, their 
acceptable level of risk.  Id.  Indeed, the Appellate Body has implied that a government can set a 
goal of “zero risk” as its level of protection.  Appellate Body Salmon Decision, supra note 13, 
para. 125.  But measures taken to achieve this goal would still have to meet all SPS disciplines. 
 98. See Appellate Body Salmon Decision, supra note 13, para. 140. 
 99. Id. para. 143. 
 100. Id. para. 152. 
 101. See id. para. 153. 
 102. Id. paras. 154-58. 
 103. See id. paras. 159-78. 
 104. See Joost Pauwelyn, The WTO Agreement on Sanitary and Phytosanitary (SPS) 
Measures as Applied in the First Three SPS Disputes:  EC—Hormones, Australia—Salmon, and 
Japan—Varietals, 2 J. INT’L ECON. L. 641, 654-55 (1999). 
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 In Salmon, the Appellate Body made five arguments for 
concluding that the Australian health measure constituted 
discrimination or a disguised restriction on trade.105  It will be useful 
to examine the Appellate Body’s analytical approach because the five 
arguments do not prove much.106  The first two arguments were mere 
bootstrapping; the Appellate Body pointed to the lack of a risk 
assessment (discussed above with Article 5.1) and to the different 
levels of health protection being sought for salmon and herring.107  
The third argument was that there was a “substantial” difference in 
the levels of health protection pursued.108  The fourth argument was 
that an Australian Government draft report in 1995, which would have 
been tolerant of salmon imports, was revised in the final report of 
1996.109  The fifth argument is that Australia lacks strict internal 
controls on salmon equivalent to what it imposes at the border.110  
 This judicial approach is confounding in its analytical weakness 
and in its potential for mischief.  Accusing a government of trade 
discrimination or a disguised trade restriction is a serious charge that 
should not be hurled lightly.  As the Australian representative 
explained to the Appellate Body, it should not be a violation of the 
WTO for a government to change a recommendation between a draft 
and a final report.111  Similarly, it should not be a WTO violation for 
an island country to lack internal health controls on commerce 
equivalent to external border controls.  Yet, according to the Appellate 
Body, such possibly innocent acts can aggregate into a SPS 
violation.112  The mistake the Appellate Body made was to assume 
that the incoherence of Australia’s policy implied a protectionist 
motivation.  This puts the WTO in the indefensible position of 
refusing to tolerate irrational government policy in matters of public 
health while continuing to tolerate irrational government trade 
policies such as tariffs and quotas. 
 A government convicted of violating Article 5.5 has two choices 
if it wants to comply.  It can upwardly harmonize its chosen level of 

                                                 
 105. See Appellate Body Salmon Decision, supra note 13, paras. 161-78. 
 106. The Appellate Body’s analysis involves a complicated examination of “warning 
signals” and “other factors” that can only be summarized in this Article.  Id. 
 107. See id. paras. 162-64. 
 108. Id. paras. 165-66. 
 109. See id. paras. 172-73.  The panel criticized the Australian government for not 
explaining why the changes were made and justifying these changes in terms of SPS 
commitments.  See Salmon Panel Report, supra note 13, paras. 7.18, 8.154 & n.425. 
 110. See Appellate Body Salmon Decision, supra note 13, paras. 174-75. 
 111. See id. paras. 27, 171. 
 112. See id. paras. 176-78. 
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health protection or it can downwardly harmonize.113 Thus, although it 
would not be correct to say that Article 5.5 promotes downward 
harmonization, there is that potential and therefore the 
implementation of SPS decisions should be closely monitored. 
 The fourth core SPS discipline is the least trade restrictiveness 
requirement.114  Article 5.6 states that governments shall ensure that 
their sanitary and phytosanitary measures “are not more trade-
restrictive than required to achieve their appropriate level” of 
protection.115  To prove a violation, an alternative measure, that is 
significantly less restrictive to trade, must be reasonably available.116 
 In two cases, the panels held that Article 5.6 was being violated, 
but both decisions were reversed on appeal.117  These Appellate Body 
rulings contain some important interpretations of Article 5.6.  The first 
is that governments are obligated to determine and reveal their chosen 
level of protection to WTO panels so that SPS rules can be applied.118  
Another is that in analyzing an alternative measure, panels will 
consider whether it matches the intended level of protection, not the 
actual level of protection achieved by the SPS measure that is the 
target of the WTO lawsuit.119  Third is that the complaining country 
must show that the alternative measure exists.120  In other words, a 
panel may not posit the alternative based on the advice of experts.121  
 In the most recent SPS Article 5.6 decision, the Australia Salmon 
Panel held that the new measures instituted by Australia violated 
Article 5.6.122  The panel’s decision was particularly noteworthy in 
failing to identify any particular alternative measure that would have 
fulfilled Australia’s own chosen level of protection; instead, the panel 
pointed to a menu of options from which it asserted that Australia 
could have fashioned an alternative policy.123  If future panels follow 
                                                 
 113. See WTO Committee on Sanitary and Phytosanitary Measures, Proposed Guidelines 
to Further the Practical Implementation of Article 5.5, G/SPS/W/104, para. A.4 (Mar. 20, 2000).  
This paragraph states that either the proposed level may need to be modified or the level of 
protection previously determined may need to be revised.  See id. 
 114. See SPS Agreement, supra note 1, art. 5.6. 
 115. Id.  
 116. See id. art. 5.6 n.3. 
 117. See Appellate Body Salmon Decision, supra note 13, paras. 212-13; Appellate Body 
Agricultural Products Decision, supra note 13, paras. 100-01. 
 118. See Appellate Body Salmon Decision, supra note 13, para. 206. 
 119. See Appellate Body Agricultural Products Decision, supra note 13, paras. 197-200. 
 120. See id., supra note 13, paras. 126, 130. 
 121. See id. 
 122. See Australia Compliance Report, supra note 30, para. 7.153.  This decision was 
accepted by Australia and not appealed, thus the Appellate Body has had no opportunity to 
review it. 
 123. See id. para. 7.144. 
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this approach, it will become much easier to prosecute an Article 5.6 
claim. 
 The fifth SPS discipline, Article 2.3, forbids measures that 
“arbitrarily or unjustifiably discriminate” between countries “where 
identical or similar conditions prevail.”124  It also states that SPS 
measures “shall not be applied in a manner which would constitute a 
disguised restriction on international trade.”125  This provision has not 
yet been independently invoked in finding a SPS violation.126 
 The sixth SPS discipline is the requirement to use international 
standards.127  Article 3.1 states that governments “shall base” their 
SPS measures on international standards, where they exist, except as 
otherwise provided.128  As this provision links with others in a very 
confusing skein of obligations and exceptions, this Article will seek 
only to give a summary of this part of the SPS Agreement.  
International standards are the standards drafted by organizations such 
as the Codex Alimentarius Commission for food safety, the 
International Office of Epizootics for animal health, and the 
International Plant Protection Convention for plant health.  When 
such standards do not exist, Article 3.1 has no effect. 
 When international standards do exist, a government has three 
choices:  (1) use a higher standard in order to pursue a higher level of 
health protection, (2) use a lower standard, or (3) conform its SPS 
measure to the international standard.  By conforming to the 
international standard, a government would gain a presumption in the 
WTO that its measure complies with SPS rules.  This presumption 
would be rebuttable, however.  Some analysts have suggested that 
governments would have a greater incentive to use international 
standards if they were truly a “safe harbor” from being challenged as 
SPS violations.  Other analysts have criticized benchmarking to 
standards drafted in closed processes.  For example, in February 2000, 
the Transatlantic Consumer Dialogue declared that “[g]overnments 
should only recognize or be involved in harmonization activities 
negotiated in open, accountable democratic fora, with clear avenues 

                                                 
 124. SPS Agreement, supra note 1, art. 2.3. 
 125. Id. 
 126. In Salmon, the Appellate Body confirmed the panel’s view that a violation of SPS 
Article 5.5 implied a violation of Article 2.3.  Appellate Body Salmon Decision, supra note 13, 
paras. 178, 240, 255. 
 127. See SPS Agreement, supra note 1, art. 3.1. 
 128. Id. 
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for public input and transparent methods of rulemaking and 
recordkeeping.”129 
 If a government chooses to pursue a level of health protection 
higher than the international standard, then it must meet all the SPS 
requirements including the disciplines discussed above.130  The 
existence of the international standard does not put a government in a 
worse position for not having followed it.  Thus, a government does 
not have to justify a deviation from the international standard.131  This 
point was litigated in the Hormones case where the WTO panel, 
surprisingly, sought to shift the burden of proof to a government that 
chose not to use an international standard.132  The Appellate Body 
quickly reversed this ruling.133 
 If a government chooses to pursue a level of health protection 
lower than the international standard, then it must meet other SPS 
requirements.134  It would not have to justify the deviation from 
international standards, even for its exports.  The government need 
only assert that the lower standard results from its chosen level of 
protection.  It should also be noted that a government of a country 
exporting food that fails to meet international health standards has no 
obligation to notify importing countries.135 
 The seventh SPS discipline involves the recognition of 
equivalence.136  Article 4.1 requires the government of an importing 
country to accept a SPS regulation by an exporting country as 
equivalent to its own, if the exporting country’s government can 
objectively demonstrate that its health regulation achieves the level of 
protection chosen by the importing country’s government.137  This 

                                                 
 129. See Principles of Harmonization, HARMONIZATION ALERT (Transatlantic Consumer 
Dialogue, (visited June 10, 2000) <http://www.tacd.org>), Jan.-Feb. 2000, at 16, para. 6. 
 130. See SPS Agreement, supra note 1, art. 3.3. 
 131. See Appellate Body Hormones Decision, supra note 13, paras. 102, 172. 
 132. Hormones Panel Report—USA, supra note 13, para. 8.85; Hormones Panel Report—
Canada, supra note 13, para. 8.88. 
 133. See Appellate Body Hormones Decision, supra note 13, paras. 102, 253(a).  Some 
commentators have criticized the Appellate Body for making it so easy for governments to use a 
more stringent regulation than an international standard.  See, e.g., Ryan David Thomas, Where’s 
the Beef?  Mad Cows and the Blight of the SPS Agreement, 32 VAND. J. TRANSNAT’L L., 487, 507-
10 (1999) (critiquing the Appellate Body’s condonement of governmental deviation from 
international standards). 
 134. See SPS Agreement, supra note 1, art. 3.3. 
 135. See id. Annex B, para. 5 (providing an obligation to notify other governments of a 
proposed regulation that would be different from international standards, but only if the 
regulation would have a significant effect on trade, viz., not a significant effect on health). 
 136. See id. art. 4.1. 
 137. See id. 
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provides a valuable opportunity for exporting countries that often face 
impenetrable regulatory systems in importing countries.138  
 The eighth SPS discipline regards approval and inspection 
procedures.139  SPS Article 8 and Annex C require such procedures to 
be undertaken and completed “without undue delay.”140  This 
provision has not yet been the subject of dispute settlement. 
 In addition to these eight SPS disciplines, there is one other core 
SPS provision:  Article 5.7, regarding provisional measures.141  This 
provision states that, “[i]n cases where relevant scientific evidence is 
insufficient,” a government may “provisionally adopt sanitary or 
phytosanitary measures on the basis of available pertinent 
information.”142  In such circumstances, the government is required to 
obtain additional information necessary for a more objective 
assessment of risk and to review the SPS measure within a reasonable 
period of time.143  This provision provides a qualified exemption from 
SPS Article 2.2. 
 The first country to invoke Article 5.7 was Japan in the 
Agricultural Products case, wherein Japan argued that “varietal 
testing could be considered a provisional measure.”144  In an important 
decision, the WTO panel suggested that it was up to the United States, 
the plaintiff, to establish that Japan had not complied with Article 
5.7.145  On the facts before it, however, the panel rejected Japan’s 
argument and was upheld by the Appellate Body.146  The Appellate 
Body stated that Japan had not obtained information for an objective 
assessment as to whether different fruit varieties manifest dissimilar 
quarantine effects.150a  Japan had also failed to review its measure 
within a reasonable period of time.147 
 A discussion of Article 5.7 provides a good window for 
introducing the so-called “precautionary principle,” which is relevant 
to this provision and also relevant to the SPS as a whole.  The Rio 

                                                 
 138. See 27 Nations Seek Equivalence Status to Open U.S. Doors to Meat, Poultry, 
WORLD FOOD REG. REV. (BNA), at 13 (May 1999). 
 139. See SPS Agreement, supra note 1, art. 8. 
 140. Id. art. 8, Annex C, para. 1(a). 
 141. See id. art. 5.7. 
 142. Id. 
 143. See id. 
 144. Agricultural Products Panel Report, supra note 13, paras. 4.187-.188. 
 145. See id. para. 8.58.  Thus, Article 5.7 should not be thought of as an exception because 
such reasoning might imply that the defendant government would have the burden of proof. 
 146. See id. paras. 8.48-.60; Appellate Body Agricultural Products Decision, supra note 
13, paras. 92-94. 
150a See id. 
 147 See id. 
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Declaration on Environment and Development (the Rio Declaration), 
Principle 15, states that “[w]here there are threats of serious or 
irreversible damage, lack of full scientific certainty shall not be used 
as a reason for postponing cost-effective measures to prevent 
environmental degradation.”148  In the Hormones dispute, the EC 
chose not to invoke Article 5.7 as a defense; instead, it sought to 
justify its failure to follow Article 5.1 by calling attention to the 
precautionary principle, which it characterized as a rule of customary 
international law.149  The presiding WTO panel responded that even if 
it was part of customary international law, the precautionary principle 
would not override Article 5.1, particularly since the precautionary 
principle had been incorporated into Article 5.7.150 
 The Appellate Body agreed with this conclusion and offered 
some additional observations about the precautionary principle.151  
First, it expressed uncertainty as to whether the precautionary 
principle had crystallized into a general principle of customary 
international environmental law.152  Second, it found that outside of 
environmental law—in other words, health law—the status of the 
precautionary principle awaits more authoritative formulation.153  
Third, it stated that the precautionary principle had not been written 
into the SPS Agreement as a ground for justifying a measure that 
otherwise violates the SPS.154  Fourth, it said that the precautionary 
principle “finds reflection” in SPS Article 5.7, but that this provision 
does not exhaust the relevance of the precautionary principle for the 
SPS.155  Fifth, the Appellate Body counsels those panels considering 
whether “sufficient scientific evidence” exists to bear in mind that 
responsible, representative governments commonly act from 
perspectives of prudence and precaution where risks are 
irreversible.156  The Appellate Body counterbalances this point, 
however, by stating that the precautionary principle does not by itself 

                                                 
 148. Rio Declaration on Environment and Development, June 14, 1992, U.N. Conference 
on Environment and Development, U.N. GAOR, 47th Sess., Agenda Item 9, at 3, princ. 15, U.N. 
Doc. A/CONF. 151/5/Rev. 1, 31 I.L.M. 874, 879 (1992) [hereinafter Rio Declaration].  Principle 
15 refers to the “precautionary approach.”   
 149. See Reinhard Quick & Andreas Blüthner, Has the Appellate Body Erred?  An 
Appraisal and Criticism of the Ruling in the WTO Hormones Case, 2 J. INT’L ECON. L. 603, 625 
(1999). 
 150. See Hormones Panel Report—USA, supra note 13, para. 8.157. 
 151. See Appellate Body Hormones Decision, supra note 13, paras. 123-25. 
 152. See id. para. 123. 
 153. See id. 
 154. See id. para. 124. 
 155. Id. 
 156. Id. para. 123. 
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relieve a panel from applying principles of treaty interpretation.157  
What all these dicta add up to must await clarification in future cases. 
 As noted above, Article 5.7 states that when relevant scientific 
evidence is insufficient, governments may provisionally adopt SPS 
measures on the basis of available pertinent information.158  Future 
adjudications will determine how insufficient evidence can be and 
still justify a SPS measure.  It is also unclear whether Article 5.7 
provides an exemption to other SPS disciplines beyond Article 2.2. 

C. Appraisal of SPS Dispute Settlement 
 SPS dispute settlement is providing good results for producers in 
exporting countries.  Three complaints have been brought to the WTO 
and have been adjudicated in favor of the exporter.159  As of June 
2000, two of these decisions have forced changes in national health 
regulations.160  Champions of SPS claim that no health interests have 
been sacrificed because the overruled import bans were unjustified, 
but until new imports enter, and time ensues, no one can know for 
sure.  
 Resolving the legal dispute is not equivalent to resolving the 
health dispute.  Suppose that Australia complies with the WTO ruling, 
allows in Canadian salmon, and then suffers a huge loss from foreign 
salmon disease.  Who would bear the cost of the WTO panel being 
wrong about the danger of alien pathogens?  Surely not the panel.  
Not the Canadian exporter, nor the WTO.  No, it would be Australians 
that would suffer that liability.  Right now, defendant countries like 
Australia have nothing to gain from SPS litigation and plaintiff 
countries like Canada have nothing to lose.161 
 It should also be noted that the SPS Agreement—which was 
largely initiated by the U.S. government—favors those countries that 
have a surfeit of administrative procedures.  Governments that can 
produce a voluminous risk assessment, show that it was considered by 
regulators, and document each step of the regulatory process will 
probably do better as SPS defendants than countries with thinner 
regulatory structures.  This may be one reason why no case has been 
                                                 
 157. See id. 
 158. See SPS Agreement, supra note 1, art. 5.7. 
 159. See Appellate Body Hormones Decision, supra note 13; Appellate Body Salmon 
Decision, supra note 13; Appellate Body Agricultural Products Decision, supra note 13. 
 160. See Overview of the State-of-Play of WTO Disputes, pt. I, para. 20 (visited June 10, 
2000) <http://www.wto.org/wto/dispute/bulletin.htm> (noting Japan’s compliance); see also 
notes 29a, 35 and text accompanying. 
 161. Arguably, Australia gains by having the WTO free its regulatory system from 
encrusted special interests (i.e., salmon producers). 
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lodged against the United States even though there are numerous U.S. 
regulations that keep out foreign agricultural products.  On the other 
hand, the United States could be disadvantaged by its activist 
judiciary.  If a federal agency undertakes a risk assessment and 
decides to allow in an import, and then the agency’s action is 
overturned by a court for having exceeded the agency’s authority, the 
exporting country would have a strong SPS case against the United 
States. 
 Although most SPS disciplines need extended observation before 
one can draw any conclusion, it is not too soon to begin drawing 
conclusions about Article 5.5, the requirement for regulatory 
consistency in levels of health protection being sought.  In conducting 
an examination of national policymaking, a SPS panel is bound to 
provoke public concern about the loss in regulatory autonomy.  The 
stringency of SPS Article 5.5 can be seen by comparing it to U.S. 
Commerce Clause and European Community internal market 
jurisprudence.162  While an odd exception may exist, facially neutral 
regulations are not struck down either in Europe or the United States 
for being more stringent than regulations applied in comparable 
situations.  Thus, Article 5.5 is too extreme an should be repealed. 

III. PRECAUTIONARY PRINCIPLE AND LABELING 
 Part III of this Article reviews two of the most controversial 
topics in SPS law.  The first section of this Part discusses the 
ambiguities of the precautionary principle and how they relate to the 
SPS.  In the second section, the topic of labeling, particularly as it 
relates to GM products, is discussed. 

A. Precautionary Principle 
 As noted above, the Appellate Body held that the precautionary 
principle finds reflection in SPS Article 5.7, which states that where 
scientific evidence is insufficient, governments “may provisionally 
adopt sanitary or phytosanitary measures on the basis of available 
pertinent information.”163  Article 5.7 provides leeway to an 
                                                 
 162. See DAMIEN GERADIN, TRADE AND THE ENVIRONMENT:  A COMPARATIVE STUDY OF EC 
AND US LAW 23-29, 37-39, 60-65 (1997); see also Maine v. Taylor, 477 U.S. 131, 150 (1986).  In 
Maine v. Taylor, the Court reversed the United States Court of Appeals for the First Circuit and 
reinstated the federal conviction of the appellee under the Lacey Act for importing baitfish into 
Maine in violation of state law.  See id. at 151-52.  The Court considered and rejected the 
contention that Maine’s law violated the Commerce Clause because Maine allowed the 
importation of salmonids but not baitfish.  See id. at 140-52. 
 163. SPS Agreement, supra note 1, art. 5.7. 
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interventionist-minded government worried about unknown risk.  At 
this early stage of SPS adjudication, there is no reason to conclude 
that the existing language in Article 5.7 is inadequate to address the 
problem of uncertain science. 
 Nevertheless, Article 5.7 is viewed as insufficient from two 
sides.  Consumer groups and the Commission say that the 
precautionary principle should be written into the Article, or, more 
broadly, into the WTO Agreement.164  The word “provisionally” is 
also objected to because it suggests that precautionary measures 
should be time limited.  On the other side, some business groups and 
developing country governments view Article 5.7 as a potential 
loophole that allows trade restrictions lacking a scientific basis.165 
 One problem with incorporating the precautionary principle into 
the SPS is that there is no single authoritative statement of the 
principle.166  The various intergovernmental renditions of the principle 
differ on key elements.  For example, the 1982 World Charter for 
Nature states that “[a]ctivities which are likely to pose a significant 
risk to nature shall be preceded by an exhaustive examination; their 
proponents shall demonstrate that expected benefits outweigh 
potential damage to nature, and where potential adverse effects are 
not fully understood, the activities should not proceed.”167  This seems 
to be directed at individual economic activity and mandates a cost-
benefit analysis.  In 1990, the Bergen Conference Ministerial 
Declaration on Sustainable Development (the Bergen Declaration) 
employed the term “precautionary principle” and states that “[w]here 
                                                 
 164. For example, the World Wildlife Fund has called for amending or interpreting the 
SPS Agreement and the TBT Agreement to respect fully the precautionary principle.  See WORLD 
WILDLIFE FOUNDATION, A REFORM AGENDA FOR THE WTO SEATTLE MINISTERIAL CONFERENCE 4 
(1999).  The Commission brought up SPS reform at the failed WTO negotiations for a “Clinton 
Round” in Seattle.  See EU Defends Link of AG to Other Parts of Seattle Declaration, Inside US 
Trade, at 1, 2 (Dec. 10, 1999) [hereinafter EU Defends Link of AG]. 
 165. Letter from the United States Council for International Business et al., to the 
Honorable Charlene Barshefsky, United States Trade Representative 1-2 (Apr. 14, 1999), 
reprinted in Inside US Trade, at 8-9 (Apr. 23, 1999); Economic Growth, Trade and Investment:  
Report of the Secretary-General, U.N. ESC, Comm’n on Sustainable Dev., 8th Sess., para. 46, 
U.N. Doc. E/CN.17/2000/4 (2000), available at (visited June 23, 2000) <http://www.un.org/esa/ 
sustdev/csd8/csd8_docs.htm>. 
 166. The earliest discussion this author has seen of the role of precaution in sanitary 
measures was by John Bell Condliffe in 1940.  Condliffe explained that it is “not a simple matter 
to determine when precautionary measures are unjustified and are, in fact, simply a method of 
indirect protectionism.”  J.B. CONDLIFFE, THE RECONSTRUCTION OF WORLD TRADE 199 (1940).  
The precautionary principle had its modern origin at the Second North Sea Conferences in 1987.  
See James Cameron & Juli Abouchar, The Precautionary Principle:  A Fundamental Principle of 
Law and Policy for the Protection of the Global Environment, 14 B.C. INT’L & COMP. L. REV. 1, 4-
5 (1991). 
 167. World Charter for Nature, Oct. 28, 1982, para. 11(b); 22 I.L.M. 455, 458 (1983). 



 
 
 
 
2000] HEALTH AND BIOSAFETY REGULATION 293 
 
there are threats of serious or irreversible damage, lack of full 
scientific certainty should not be used as a reason for postponing 
measures to prevent environmental degradation.”168  The Bergen 
Declaration seems to be directed at governmental measures and 
proposes that they go forward in the absence of full scientific 
certainty.  Measures to prevent environmental degradation could be 
inhibitory (e.g., government regulations) or promotional (e.g., 
government subsidies). 
 The most well-known formulation came in the Rio Declaration 
of 1992.  Denoted as the “precautionary approach,” it states that 
“[w]here there are threats of serious or irreversible damage, lack of 
full scientific certainty shall not be used as a reason for postponing 
cost-effective measures to prevent environmental degradation.”169  
This provision seems to be directed at governmental measures and 
suggests that cost-effective action not be postponed while awaiting 
more scientific information.  Similar to all versions of the 
precautionary principle, it provides guidance in situations of scientific 
uncertainty.  According to James Cameron, a leading legal expert on 
the principle, when scientific certainty is present, measures to forestall 
harm are “preventative,” not precautionary.170 
 It is unclear what “cost-effective” means in this context.  In 
1998, the Commission formulated guidelines for the application of the 
precautionary principle which state that “[m]easures based on the 
precautionary principle must include a cost/benefit assessment 
. . . .”171  This accords with the views of one prominent environmental 
analyst who explains that “[i]t is critical to recognize that the 

                                                 
 168. Bergen Conference, Ministerial Declaration on Sustainable Development, May 16, 
1990, para. 7, reprinted in 20 ENVTL. POL’Y & LAW 100, 100 (1990).  Cf. International Tribunal 
for Law of the Sea, Southern Bluefin Tuna Cases (N.Z. v. Japan; Austl. v. Japan) 32 I.L.M. 1624 
(Provisional Measures Order of Aug. 27, 1999), Separate Op. of Judge Laing, para. 14, available 
at (visited June 10, 2000) <http://www.un.org/Depts/los/ITLOS/3Laing.htm>.  Judge Laing 
formulates the precautionary principle as:  “[I]n the face of serious risk to . . . the environment, 
scientific uncertainty or the absence of complete proof should not stand in the way of positive 
action to minimize risks or take actions of a conservatory, preventative or curative nature.”  Id. 
 169. Rio Declaration, supra note 148, princ. 15. 
 170. James Cameron, The Precautionary Principle, in TRADE, ENVIRONMENT, AND THE 
MILLENNIUM 239, 241 (Gary P. Sampson & W. Bradnee Chambers eds., 1999). 
 171. European Comm’n, Guidelines on the Application of the Precautionary Principle, 
HB/hb D(98), at 9 (Oct. 17, 1998) (on file with author).  The most recent version of the EC 
Guidelines was published in February 2000.  See European Comm’n, Communication from the 
Commission on the Precautionary Principle, COM(00)1 (Feb. 2, 2000).   
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precautionary principle is meaningless without a robust analysis of the 
economic aspects of its application in particular cases.”172 
 Incorporating the Rio Declaration precautionary approach into 
the SPS would constitute a major change because, as presently 
interpreted, the SPS does not mandate reliance on benefit-cost 
analysis.173  The SPS permits governments to impose very costly 
controls so long as some minimal risk is being avoided.174  Although 
the precautionary principle might loosen the SPS in allowing 
regulation without “full scientific certainty,” such loosening would be 
countered by a new requirement for a cost-effectiveness finding.  
Thus, contrary to the assumptions of some consumer advocates, 
adding the precautionary principle to the SPS would not necessarily 
make it easier for governments to justify bans on hormones or GM 
products.175 
 There is no one official rendition of the precautionary principle.  
Some commentators exclude the cost-benefit test; for instance, the 
WTO Secretariat states that the precautionary principle calls for 
caution “to ensure safety margins against possibly irreversible 
damage.”176  Another interpretive issue involves the allocation of the 
burden of proof in a regulatory process.177  For example, the 1998 
Wingspread Statement on the Precautionary Principle says that 
“[w]hen an activity raises threats of harm to human health or the 
environment, precautionary measures should be taken even if some 
cause and effect relationships are not fully established scientifically.  
In this context the proponent of an activity, rather than the public, 
should bear the burden of proof.”178  The advocacy group Public 
                                                 
 172. Konrad von Moltke, The Dilemma of the Precautionary Principle in International 
Trade, BRIDGES (Int’l Ctr. for Trade & Sustainable Dev.), July-Aug.1999, at 3, available at 
(visited June 10, 2000) <http://ictsd.org/English/BRIDGES3-6.pdf>. 
 173. See Wayne Jones, Weigh Up the Costs and Benefits, OECD OBSERVER, No. 216, Mar. 
1999, at 30; Donna Roberts, Preliminary Assessment of the Effects of the WTO Agreement on 
Sanitary and Phytosanitary Trade Regulations, 1 J. INT’L ECON. L. 377, 404 (1998). 
 174. See Jones, supra note 173, at 30. 
 175. For a discussion of the benefits of genetic modification, see Henry Miller, Anti-
biotech Sentiment Has Its Own Risks, FIN. TIMES, Mar. 22, 2000, at 1D; Julian Morris, Flawed 
Campaign Threatens World’s Poor:  Environmentalists are Wrong to Oppose Free Trade in 
Genetically Modified Organisms, FIN. TIMES, Nov. 23, 1999, at 15; MAHENDRA SHAH & MAURICE 
STRONG, CONSULTATIVE GROUP ON INT’L AGRIC. RESEARCH, FOOD IN THE 21ST CENTURY:  FROM 
SCIENCE TO SUSTAINABLE AGRICULTURE 36-39 (1999), available at (visited June 10, 2000) 
<http://www.worldbank.org/html/cigar/publications/shahbook/shahbook.pdf>. 
 176. WTO, SANITARY & PHYTOSANITARY MEASURES, supra note 47, at 13. 
 177. See INTERNATIONAL ENVIRONMENTAL LAW AND POLICY 360-63 (David Hunter et al. 
eds., 1998). 
 178. Wingspread Statement on the Precautionary Principle, Jan. 25, 1998, available at 
(visited June 10, 2000) <http://users.wantree.com.au/~rabbit/prec.htm>; see Ronald Bailey, 
Precautionary Tale, REASON, Apr. 1999, at 37. 



 
 
 
 
2000] HEALTH AND BIOSAFETY REGULATION 295 
 
Citizen states the principle as “potentially dangerous substances must 
be proven safe before they are put on the market.”179  Both the 
Wingspread and Public Citizen formulations seek to put the onus on 
the producer rather than the regulator.  The World Charter for Nature 
seems to do so as well. 
 Given these variations, the existence of a coherent precautionary 
principle seems doubtful.  Proponents of the principle need to explain 
what its value-added would be to a rational decision-maker using 
analytical techniques for the estimation and management of risks.  It 
is not clear that the principle of “precaution” (or simply caution) 
would improve the quality of decisions. 
 A little-noted characteristic of SPS rules is that they apply in the 
same way to national regimes where: 

(A) private activities are prohibited unless the proponent shows them to 
be safe, and 
(B) private activities are permitted unless a regulator shows them to be 
unsafe and hence prohibits them. 

While there are probably no governments that are pure Type A or B,180 
governments differ widely in their regulatory approach to risk.  Yet 
the SPS is procrustean in requiring evidence of risk before a product 
can be regulated (other than provisionally).  Even regulatory 
inaction—refusing to approve a new product—is a governmental 
measure if there is an underlying law which prohibits activities unless 
they are permitted. 
 SPS rules are not neutral between Type A and B countries.  
Consider the following example:  Suppose a regulator wants to be 
very cautious about the bioengineering practice of blending fish genes 
into fruit and decides to wait twenty years (i.e., one human 
generation) of innocuous use elsewhere before granting approval for 
such GM products.  Assuming that GM products come within the 
scope of the SPS, its rules would seem to disallow such extreme risk 
aversion, if twenty years is too long to be “provisional.”181  This 
example shows that Type A countries may have a harder time 
complying with the SPS than Type B countries. 

                                                 
 179. WALLACH & SFORZA, supra note 3, at 54, 60. 
 180. Pascal Lamy, the Trade Commissioner of the European Union, opines to the contrary:  
“In the U.S. they believe that if no risks have been proven about a product, it should be allowed.  
In the EU we believe something should not be authorized if there is a chance of risk.”  European 
Union:  Parliament Yields in Spat with Prodi, But “People’s Party” Issues New Demands, Daily 
Rep. for Execs. (BNA), at A-9 (Sept. 3, 1999), available in Westlaw, BNA-DER Library, File No. 
171 DER A-9, 1999. 
 181. See SPS Agreement, supra note 1, art. 7. 
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 This situation has led many environmentalists to call for a 
change in the burden of proof in WTO/SPS proceedings.182  In the 
Hormones dispute, for example, the United States was able to prevail 
by showing that the Commission’s hormone ban was not based on a 
risk assessment.  The SPS rules could be changed to require the 
United States to prove that the banned hormones are safe. 
 The tightness of SPS rules is only one aspect of the broader 
debate about the precautionary principle.  Proponents have a much 
broader goal than taking the WTO’s thumb off national regulators:  
They want to fortify national regulation of technological change.183  It 
would be interesting to run a simulation of a “strong” precautionary 
principle and apply it to the major innovations of the Twentieth 
Century, such as nuclear fission, lasers, jet engines, contact lenses, 
antibiotics, etc.  Would the precautionary principle have slowed these 
down? 

B. Product Labeling 
 SPS rules are unclear regarding mandatory product labeling.  In 
its definition of SPS measures, the Agreement includes “packaging 
and labeling requirements directly related to food safety.”184  The 
implication is that other labeling requirements are not supervised by 
the SPS.  For example, labeling for general consumer information 
would seem to be supervised, if at all, by other WTO agreements such 
as the TBT and the GATT.185  But no panel has yet clarified this point.  
Some legal analysts have suggested that a labeling requirement for 
meat produced with added hormones would violate WTO rules.186  
Many developing country governments argue that ecological labeling 
(eco-labeling) requirements are inconsistent with WTO rules.187 
                                                 
 182. See, e.g., CENTER FOR INT’L ENVT’L LAW & GREENPEACE INT’L, SAFE TRADE IN THE 
21ST CENTURY:  A GREENPEACE BRIEFING KIT 10-11 (1999).  
 183. See generally PROTECTING PUBLIC HEALTH & THE ENVIRONMENT:  IMPLEMENTING THE 
PRECAUTIONARY PRINCIPLE (Carolyn Raffensperger & Joel A. Tickner eds. 1999). 
 184. SPS Agreement, supra note 1, Annex A, para. 1. 
 185. See Terence P. Stewart & David S. Johanson, Policy in Flux:  The European Union’s 
Laws on Agricultural Biotechnology and their Effects on International Trade, 4 DRAKE J. AGRIC. 
L. 243, 285-92 (1999) (discussing the applicability of the TBT and the SPS to GM labeling). 
 186. See, e.g., John Stephen Fredland, Note, Unlabel Their Frankenstein Foods:  
Evaluating a U.S. Challenge to the European Commission’s Labelling Requirements for Food 
Products Containing Genetically Modified Organisms, 33 VAND. J. TRANSNAT’L L. 183 (2000); 
Gary N. Horlick, The World Trading System at the Crossroad of Science and Politics, in  THE 
NEXT TRADE NEGOTIATING ROUND:  EXAMINING THE AGENDA FOR SEATTLE 257, 258 (Jagdish 
Bhagwati ed., 1999); Sara Pardo Quintillán, Free Trade, Public Health Protection and Consumer 
Information in the European and WTO Context, J. OF WORLD TRADE, Dec. 1999, at 170, 171-72. 
 187. See Magda Shahin, Trade and Environment:  How Real is the Debate?, in TRADE, 
ENVIRONMENT, AND THE MILLENNIUM, supra note 170, at 35, 54. 
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 Within civil society, there is strong support for labeling.  
Recently, Consumers International stated that “[m]easures to support 
informed choice should not be undermined by the WTO; for example, 
the labeling of genetically modified foods should not be threatened by 
WTO rules.”188  Recognizing the adage that “you are what you eat,” 
many consumers seek information not only about the salubriousness 
of food, but also the corporate ethics of its producers. 
 The biggest labeling conflict involves genetic modification.  
Many governments are already implementing labeling requirements 
(e.g., the EU and Japan) or are moving toward them (e.g., Australia).  
Indeed, in 1999, a United Nations Development Programme study 
urged that every country should demand transparency and labeling of 
transgenic products.189  But some governments, such as the United 
States and Canada, have resisted the labeling movement.190 According 
to the U.S. Trade Representative:  “In the United States, companies 
are not required to label products simply because they are produced 
through biotechnology.  The United States believes that such labeling 
is unnecessary, in the absence of an identified and documented risk to 
safety and health.”191 
 In general, factual product labels are a market friendly measure.  
Providing consumers additional information empowers them to make 
choices according to their own self-interest.192  Although a labeling 
requirement is coercive when the manufacturer would prefer not to 
disclose the information, labeling is a lot less coercive than banning a 
product.  In the long run, labeling could prove beneficial to the GM 
industry by enabling a gradual buildup of consumer confidence 
regarding the safety of genetic modification.193 

                                                 
 188. CONSUMERS INTERNATIONAL, CONSUMER RIGHTS AND THE MULTILATERAL TRADING 
SYSTEM:  WHAT NEEDS TO BE DONE BEFORE A MILLENNIUM ROUND 9 (1999). 
 189. See U.N. DEV. PROGRAMME, HUMAN DEVELOPMENT REPORT 75 (1999). 
 190. See Daniel Pruzin, U.S., Canada Concerned About Increase in Labeling Measures 
Affecting GMOs, 22 INT’L ENV’T REP. (BNA) 525 (June 23, 1999); Michiyo Nakamoto, Japan’s 
Food Labels Decision may Fuel Trade Friction:  Tokyo Is Not Against Genetically Modified 
Food, But Is Responding to Consumer Concerns, FIN. TIMES, Sept. 16, 1999, at 4. 
 191. U.S. TRADE REPRESENTATIVE, 1999 NATIONAL TRADE ESTIMATE REPORT ON FOREIGN 
TRADE BARRIERS 112 (1999).  It is unclear whom the U.S. Trade Representative means by the 
“United States.”  In 1999, a Gallup poll showed that 68 percent of the public wants labeling of 
GM organisms, even if labeling leads to a higher price.  See Scott Kilman, Biotech Scare Sweeps 
Europe, and Companies Wonder if U.S. Is Next, WALL ST. J., Oct. 7, 1999, at A1. 
 192. This assumes that the label is accurate.  If a label imparts information that is untrue or 
is incapable of being verified, then such a label will not strengthen the market. 
 193. Mandatory labeling may be unconstitutional in countries which have strong 
protections for freedom of speech.  For example, in 1996, the United States Court of Appeals for 
the Second Circuit ruled that Vermont’s factual label requirement unconstitutionally compelled 
the producer to disclose its use of recombinant bovine growth hormones.  See International Dairy 
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 It may be true that gratifying consumer inquisitiveness with 
unnecessary information will turn counterproductive if consumers 
make irrational choices with that information.  But even so, it is hard 
to see how the WTO can call factual food labeling unnecessary when 
the WTO permits governments to require labels disclosing the country 
of origin.194  The WTO would put itself in peril by attempting to 
restrict factual labeling.195 

IV. CARTAGENA PROTOCOL ON BIOSAFETY 
 In January 2000, an intergovernmental conference approved the 
Cartagena Protocol on Biosafety to the Convention on Biological 
Diversity (the Biosafety Protocol or the Protocol).196  A similar effort a 
year earlier had ended in deadlock, and it appears that the new 
willingness of governments to compromise resulted from a more 
conciliatory stance by industry and a desire by politicians to avoid 
another failure like the WTO Seattle Ministerial Conference.197  The 
Biosafety Protocol has many important facets beyond the scope of 
this Article and the discussion here will focus only on implications for 
the SPS agreement, the precautionary principle, and labeling. 
 The Biosafety Protocol is an environmental treaty with the stated 
objective of “ensuring an adequate level of protection in the field of 
the safe transfer, handling and use of living modified organisms 

                                                                                                                  
Foods Ass’n v. Amestoy, 92 F.3d 67, 73-74 (2d Cir. 1996).  In the Second Circuit’s view, Vermont 
was wrong to assume that it had a substantial state interest in facilitating the public’s right to 
know.  See id. at 72-74.  By contrast, the rights of free speech and a free press apparently do not 
prevent states from banning public criticism of farmers and food companies from public 
criticism.  See Melody Petersen, Farmers’ Right to Sue Grows, Raising Debate on Food Safety, 
N.Y. TIMES, June 1, 1999, at A1. 
 194. See GATT, supra note 5, art. IX. 
 195. A recent WTO panel decision could suggest an additional reason for the WTO not to 
interfere with factual labels:  namely, that a principal purpose of the WTO is to protect individuals 
and the marketplace.  See WTO Panel Report, United States—Sections 301-310 of the Trade Act 
of 1974, WT/DS/152/R, para. 7.86 (Dec. 22, 1999), available at (visited June 10, 2000) 
<http://www.wto.org/dispute/distab.htm>.  This decision, on the topic of the U.S. Trade Act of 
1974, held that the defendant United States was not violating the WTO.  See id. para. 7.186.  In 
reaching this judgment, the WTO panel expanded on a GATT ruling to voice the remarkable 
conclusion that “[t]he multilateral trade system is, per force, composed not only of States but also, 
indeed mostly, of individual economic operators.”  Id. paras. 7.76, 7.84.  A WTO oriented in favor 
of the individual and the market would be very unlikely to rule against factual labels. 
 196. Cartagena Protocol on Biosafety to the Convention on Biological Diversity, opened 
for signature Jan. 29, 2000 [hereinafter Biosafety Protocol], available at (visited June 10, 2000) 
<http://www.biodiv.org/biosafel/biosafety-protocol.html>.  For a critique of the Cartagena 
biosafety negotiations, see John H. Adler, More Sorry Than Safe:  Assessing the Precautionary 
Principle and Proposed International Biosafety Protocol, 35 TEX. INT’L L.J. 173 (2000).   
 197. See EU Defends Link of AG, supra note 164, at 1-2. 
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resulting from modern biotechnology.”198  Living organisms are 
defined as “any biological entity capable of transferring or replicating 
genetic material, including sterile organisms, viruses and viroids.”199  
Living modified organisms (LMOs) are defined as living organisms 
that “possess a novel combination of genetic material obtained 
through the use of modern biotechnology.”200  Thus, for example, raw 
grain shipped to a food producer is an LMO, while the content of 
canned goods made by the producer is not an LMO.  Pharmaceuticals 
for humans are excluded from the Protocol.201 
 The Protocol sets up a system to regulate international trade of 
LMOs.  For LMOs intended to be introduced into the environment 
(e.g., planted), the Protocol requires the government of the exporting 
country to give advance notice to the government of the intended 
importing country and declares that the importing country may 
prohibit such imports following a risk assessment.202  The Protocol 
further provides that “[l]ack of scientific certainty . . . shall not 
prevent that Party from taking a decision, as appropriate . . . in order 
to avoid or minimize such potential adverse effects.”203  For LMOs 
intended for direct use as food, feed, or processing, the Protocol 
declares that a Party may take a decision on imports under a domestic 
regulatory framework, or if it is a developing or transition country, 
may regulate imports following a risk assessment.204  Such import 
decisions are subject to the same guidance regarding a lack of 
scientific certainty.205  The importing country would need to be 
proactive as there is no advance notice procedure for LMOs used for 
food, feed, or processing.  The Protocol also directs that “[m]easures 
based on risk assessment shall be imposed to the extent necessary to 
prevent adverse effects” of LMOs on biodiversity.206  This is a 
positive requirement for action. 

                                                 
 198. Biosafety Protocol, supra note 196, art. 1. 
 199. Id. art. 3(h).  Not all organisms are living.  For example, the protein prion that appears 
to cause bovine spongiform encephalopathy (BSE) may come within the terms of the SPS even 
though it is not a living organism. 
 200. Id. art. 3(g). 
 201. See id. art. 5. 
 202. See id. arts. 8, 10(l), 10(3b), 15(2).  National decision-making may take into account 
socioeconomic considerations.  See id. art. 26.1. 
 203. Id. art. 10(6) (emphasis added).  The Protocol does not identify this as the 
precautionary principle, but the stated objective of the Protocol alludes to Principle 15 of the Rio 
Declaration.  See id. art. 1. 
 204. See id. arts. 11(4), 11(6), 14(4). 
 205. See id. art. 11(8). 
 206. Id. art. 16(2). 



 
 
 
 
300 TULANE ENVIRONMENTAL LAW JOURNAL [Vol. 13 
 
 The Protocol includes provisions regarding the minimum 
documentation needed for the transboundary movement of LMOs.207  
When intended to be introduced into the environment or held in 
contained use, LMOs are to be clearly identified.208  When intended 
for use as food, feed, or processing, the requirements are less strict; 
the container need only say that it “may contain” LMOs.209  Detailed 
requirements for this are to be developed by the Conference of the 
Parties. 
 The drafters sought to make the Biosafety Protocol compatible 
with the SPS, and it appears that they conceded.  To the extent that the 
Protocol requires a trade measure—most notably in declaring that 
measures based on a risk assessment shall be imposed to the extent 
necessary to prevent adverse effects210—this would seem to be 
potentially consistent with SPS Articles 2.2 and 5.1.  In permitting 
national discretion in using trade measures in the absence of scientific 
certainty, the Protocol would seem to be potentially consistent with 
SPS Article 5.7.  Furthermore, action taken pursuant to the Protocol 
may become an international standard privileged under SPS Article 
3.2, which would give an import ban or a label a presumption of 
consistency with SPS disciplines. 
 Disputes about a national measure taken pursuant to the 
Biosafety Protocol could, of course, be brought to the WTO.  But 
there is no reason to think that a WTO panel would rule against an 
import ban or label that meets the terms of the Protocol.  As we look 
ahead, a key issue may be whether the dispute procedure of the 
Convention on Biological Diversity (CBD)211 will be utilized to make 
these judgments in an environmental context rather than relegating 
them to be made in the WTO trade context.  Unlike the WTO dispute 
procedures which have compulsory jurisdiction, the CBD procedures 
depend upon prior consent of the parties before going to arbitration or 
submitting the dispute to the International Court of Justice.212  But if 
the CBD arbitration or adjudication takes place, it seems likely that 
the WTO would grant deference to it.213 

                                                 
 207. See id. art. 18(2). 
 208. See id. art. 18(2)(b)(c). 
 209. Id. art. 18(2)(a). 
 210. See id. art. 16(2). 
 211. Convention on Biological Diversity, June 5, 1992, U.N. Conference on Environment 
and Development, UNEP/Bio.Div./N7BINC5/4, 33 I.L.M. 818 (1992). 
 212. See id. art. 27.3; see also Biosafety Protocol, supra note 196, art. 34.  
 213. SPS Article 11.3 states that nothing shall impair the rights of members under other 
international agreements, including the right to resort to good offices or a dispute settlement 
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 The Biosafety Protocol employs a fairly strong version of the 
precautionary principle with no mention of cost-effectiveness.  Yet it 
does state that importation decisions will be taken “as appropriate.”214  
It is unclear whether this is meant to incorporate a proportionality test. 

V. CONCLUSION 
 In its first five years, the SPS Agreement has been used by 
governments to challenge foreign trade barriers that may not be 
necessary.  With the exception of a few rough spots, the process has 
worked reasonably well.  Nevertheless, there are grounds for worry 
that the SPS endangers public support for the trade regime.  As 
European Trade Commissioner Pascal Lamy admitted recently, the 
SPS Agreement “was not primarily conceived with consumers in 
mind.”215 
 In adjudicating SPS complaints, the WTO may gain a reputation 
as a naysayer to health and biosafety regulation.  Every time it 
declares an SPS measure to be WTO-illegal, there will be consumers 
who lament a perceived loss in health security.  Already there are 
many non-governmental organizations around the world who oppose 
the WTO because they believe that it privileges trade over a healthy 
environment.  The WTO rules on food safety were one of the chief 
targets for protestors at the WTO Ministerial Conference in Seattle. 
 The WTO demands science to justify sanitary measures that 
impede trade, but it seeks no science to justify commercial measures 
that impede trade, such as antidumping duties.  This selective 
application of science undermines the WTO’s claim that it is 
operating in the public interest. 
 The debate over the precautionary principle has helped to clarify 
the difficulty of imposing science-based rules on national risk 
management processes that routinely balance science against social 
values.  The drafters of the SPS thought it would be flexible enough to 
accommodate all legitimate health concerns, and perhaps it is.  But 
the drafters did not foresee that the process of international 
supervision would become so controversial among consumers. 
 The Biosafety Protocol is significant because it establishes new 
environmental rules that cut through some of the uncertainty in the 
                                                                                                                  
mechanism.  See SPS Agreement, supra note 1, art. 11.3.  This provision could serve as a basis 
for deference by the WTO to an arbitral decision under the CBD. 
 214. Biosafety Protocol, supra note 196, arts. 10.6, 11.8. 
 215. Pascal Lamy, Address at the Assembly of Consumers Associations in Europe 
Conference (Nov. 18-19, 1999), available at (visited June 10, 2000) <http://europe.eu.int/ 
comm/trade/speeches_articles/spla05en.htm>. 
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SPS.  By achieving a treaty that appears to balance trade and 
environmental concerns, the governments have taken an important 
step to head off GM related disputes that could undermine the 
WTO.216  A similar approach could be used for other health and 
environmental concerns in the years ahead. 

                                                 
 216. See MEAs:  The Cartagena Protocol is a Victory for the Environment, BRIDGES 
(Int’l Ctr. for Trade & Sustainable Dev.), Jan.-Feb. 2000, at 17, available at (visited June 10, 
2000) <http://ictsd.org/English/BRIDGES3-6.pdf>; John Burgess, Trade Rules Set on Food 
Genetics:  Compromise Gained on Labeling Issue, WASH. POST, Jan. 30, 2000, at A1; Edward 
Alden, Greens and Free Traders Join to Cheer GM Crop Deal, FIN. TIMES, Jan. 31, 2000, at 11. 
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