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ABSTRACT 

The United States and the European Communities have developed different 

regulatory strategies to address the challenges posed by agricultural and food 

biotechnology. Examining the development of biotechnology regulation in both the 

US and the EC, it becomes apparent that while EC regulation of biotechnology can 

generally be characterised as precaution-oriented and restrictive, comparatively, US 

regulation can be considered technology promoting and permissive. The complaint 

brought by the United States (and Canada and Argentina) at the World Trade 

Organization against the European Communities' approval regime for biotechnology 

products was significant as it served to highlight the disparate regulatory approaches 

to biotech products taken in the US and the EC. The dispute raised issues concerning 

not only the WTO-compatibility of the more precautionary EC biotech approval 

regime with WTO trade rules, but also the nature of genetically modified organisms 

for the purpose of their classification under the WTO agreements. However, the Panel 

in EC — Biotech managed to avoid many of the potentially contentious issues raised by 

the dispute by narrowly focusing the majority of its conclusions on technical grounds. 

This thesis argues that in order to avoid such questions, the Panel used legally 

questionable reasoning in regard to two specific issues: the relevance of other 

international law rules to the provisions of the WTO, and the scope of application of 

the WTO Agreement on the Application of Sanitary and Phytosanitary Measures. It is 

argued that the Panel's approach to these issues is problematic as there may be 

negative repercussions for the resolution of future WTO disputes. 
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INTRODUCTION 

The central question of this thesis is whether the Panel's decision in the World Trade 

Organization (WTO) European Communities — Measures Affecting the Approval and Marketing of 

Biotech Products' (EC — Biotech) dispute was correctly decided in terms of two particular 

issues: the relevance of rules of international law to the interpretation of the WTO 

agreements, and the scope of the application of the Agreement on the Application of Sanitag 

and Phytosanitag Measures2  (SPS Agreemen6. In light of the Panel's findings, it is questioned 

whether the Panel's approach to resolving these issues was grounded more in finding a 

politically acceptable resolution to the dispute rather than one which was legally sound. 

While the Panel may have managed to defuse what was one of the most contentious 

disputes brought before a WTO panel, this thesis argues that it may have done so at the 

expense of the future resolution of WTO disputes. 

A 	Setting the Scene: Genetically Modified Organisms in the US and the EC 

The international trade dispute between the European Communities (EC) 3  and the 

United States (US)4  concerning the EC's approval regime for genetically modified 

organisms (GM0s), was, in a sense, the result of the growth of the use of biotechnology 

in food and agricultural production. Since their introduction, the global area planted with 

genetically modified (GM) crops has expanded rapidly. 5  The US, along with Canada and 

Argentina, is a leading exporter of some of the most common GM crop varieties. 

1  WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the Panel) (`EC 
— Biotech'). 

2 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitary ,  and Phytosanitary Measures) 1867 UNTS 493, ('SPS Agreement). 

3 Although it is acknowledged that the term European Union (EU) is commonly used to refer 
to European states that are signatories of the Treaty on European Union, opened for signature 7 
February 1992 [1992] OJ C 224, 1 (entered into force 1 November 1993) ('TEU'), for 
convenience sake, the term European Community (EC) will mainly be used throughout this 
thesis. 

4 Both Canada and Argentina were also parties to the dispute. However, the discussion in this 
thesis will focus mainly on the EC and the US. 

5 Clive James, Global Status of Transgenic Crops in 1997 (1997) International Service for the 
Acquisition of Agri-biotech Applications Briefs No. 5, •v; C James, Global Status of 
Commercialized Biotech/ GM Crops: 2006 (2006) International Service for the Acquisition of Agri-
biotech Applications Brief 35-2006. 
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A CRITICAL ANALYSIS OF EC - BIOTECH 

According to the International Service for the Acquisition of Agri-biotech Applications 

(ISAAA), in 1996, the first year GM crops were extensively available on a commercial 

basis,6  there were approximately 2.8 million hectares of GM crops planted worldwide. Of 

this total, slightly more than half were located in the US. 7  By 2006, the ISAAA reported 

that there were over 100 million hectares planted, again, with slightly more than half (54 

million hectares) located in the US. 8  

The uptake of GM crops by farmers has varied throughout the world, but nowhere 

among major agricultural producers is that uptake more divergent than between the US 

and Europe. The US has seen the most widespread adoption of GM technology into its 

agricultural industry of any country. Figure 1 below traces the evolution of the increase in 

planting of GM crops in the US over the years 2000 to 2006. European uptake has been 

significantly slower and the technology considered both political and controversial, 

leading to one of the most restrictive regulatory regimes for GMOs in the world. 

Figure 1: Adoption of particular GM crops in the US as a percentage of total crop acres 
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Source: Compiled from United States Department of Agriculture, National Agricultural Statistics Service, 
Acreage reports 2000-2006. 9  

The reasons for the differing levels of acceptance of GMOs in the EC and the US 

(which are explored in Chapters I and II) are varied and complex, although several 

6 See B van Beuzekom and A Arundel, OECD Biotechnology Statistics — 2006 (2006) 48, 
Organisation for Economic Co-Operation and Development 
<http://www.oecd.org/dataoecd/51/59/36760212.pdf > at 10 April 2007. 

7 Clive James, Global Status of Transgenic Crops in 1997 (1997) International Service for the 
Acquisition of Agri-biotech Applications Briefs No. 5. 
Ibid, v; C James, Global Status of Commercialked Biotech/ GM Crops: 2006 (2006) International 
Service for the Acquisition of Agri-biotech Applications Brief 35-2006. According to the 
latest ISAAA Report, this trend has continued into 2007. See Clive James, Global Status of 
Commerdalked Biotech/GM Crops: 2007, ISAAA Brief 37-2007. 

9 The National Agricultural Statistics Service (NASS), United States Department of Agriculture 
(USDA) annually issues a report on acreage planted and harvested for certain crops. The 
report lists only corn, soybean, and cotton under its survey of biotech crops. These 
percentages are for all types of genetic modifications for the particular crop (i.e. herbicide and 
insecticide resistance as well as those plants modified for both traits). 
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INTRODUCTION 

factors can readily be identified. In the US context, the permissive nature of its regulatory 

regime relating to GMOs is perhaps one of the most significant factors contributing to 

the acceptance of the technology by farmers in that country. It has served to help 

overcome criticism of safety issues and environmental concerns surrounding GM crops 

and has facilitated their acceptance.lo Secondly, this process has been assisted by 

perceptions amongst US farmers that adopting GM crops will enhance productivity by 

increasing yields, reduce the need for pesticide and herbicide use, decrease crop 

management time and provide flexibility and ease of use.0  Although these purported 

benefits of GM crops are debatable, with detractors arguing that the promises of GM 

technology have not translated to farmers and producers,I 2  this does not seem to have 

slowed their uptake by US farmers. 13  In this regard it is interesting to note that in the US 

the adoption of GM crops does not seem to be affected by the uncertainty surrounding 

their acceptance by consumers in both foreign and domestic markets,' or their potential 

environmental impacts. Thirdly, there appears to be a general lack of awareness or 

concern about the GM crops and food products amongst US consumers: 5  Moreover,. 

while there have been numerous non-GM and several GM food related incidents in the 

US which have received significant media coverage, these events have not undermined. -  

to For example, approvals for the deregulation of such crops are frequently granted by the 
Animal and Plant Health Inspection Service (APIHS) of the US Department of Agriculture 
(USDA) (along with the US Environmental Protection Agency (EPA) and US Food and Drug-
Administration (FDA) when required). 

11 J Fernandez-Cornejo and M Caswell, The First Decade of Genetically Engineered Crops in the United 
States (2006) United States Department of Agriculture 
<http://www.ers.usda.gov/Publications/eib11/ > at April 7 2006. 

12 See for example Charles Benbrook, 'Economic and Environmental Impacts of First 
Generation Genetically Modified Crops: Lessons from the United States' (2002) Trade 
Knowledge Network, International Centre for Trade and Sustainable Development, 10. In 
fact, in a report written for the USDA, Fernandez-Cornejo and McBride puzzled over the 
rapid adoption of GM crops, particularly herbicide tolerant soybeans and Bt corn, given that 
the authors `...could not find positive financial impacts in either the field-level nor ... whole-
farm analysis'. Jorge Fernandez-Cornejo and William D McBride, Adoption of Bioengineered Crops 
(2002) Agricultural Economic Report No. (AER810), United Sates Department of 
Agriculture, Economic Research Service, 24. 

13 The contested nature of the benefits of GM crops suggests that perceptions (rather than 
evidence) regarding the economic and pesticide reduction benefits of GM crops have played a 
significant role in their adoption in the US. It also suggests that time-management 
considerations, ease of use and flexibility may also be important factors in their adoption. 

14 See N Ballenger, M Bohman and M Gehlhar, 'Biotechnology: Implications for U.S. Corn & 
Soybean Trade' in USDA Economic Research Service, Agricultural Outlook (2000) 24; D L 
Post, 'Regulating biotech foods: government institutions and public reactions' in M P Egan 
(ed) Creating a Transatlantic Marketplace: government policies and business strategies (2005) 134, 144. 

15  See generally, The Pew Initiative on Food and Biotechnology, Public Sentiment About 
Genetically Modified Food (2006) <http://pewagbiotech.org/research/2006update/ > at 
April 15, 2007; See also Dave Toke, The Politics of GM Food: a comparative study of the UK, USA 
and EU (2004) 98. 
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consumer confidence in food regulation or food safety authorities: 6  Critics suggest that 

this continued trust in the food market by US consumers stems from the 'high levels of 

self-sufficiency in food production and distribution' which fosters confidence in both 

the dependability and quality of food in the US. As a result, the US food market is less 

likely to succumb to pressure brought about by food related crises when compared to the 

European Union (EU). 18  

In contrast to the US, Europe has seen significantly less GMO approvals in the field or 

on the supermarket shelf (see Table 1 below). There are several interrelated reasons for 

this relative lack of GM products in the EU. At first glance, the primary reason for the 

dearth of GM crops and foods in Europe (and the source of tension that led to the 

Biotech case itself) is the lack of approvals of GM plants for food and feed, importation 

and processing, and cultivation (the `de facto moratorium') in the EU between 1998 and 

2004. However, this moratorium on the approval of GMOs in Europe was not simply a 

protectionist ploy. Rather, it was underpinned by deeper cultural and historical factors 

that were the basis for European reluctance to accept GM foods. 

In this regard, it has been argued that Europeans are simply more conservative in relation 

to food than are North Americans, and they place a high value on foods produced 

through conventional methods. 19  Such perceptions as to the value of traditional over 

modern forms of food production were compounded by a number of high profile food 

scares during the 1990s which fuelled distrust amongst many Europeans as to the 

reliability of foods produced by novel or technological means and the capacity of 

regulators to control related risks.' 

16 See T Bernauer and L Caduff, 'Food Safety and the Structure of the European Food Industry' 
in Christopher Ansell and David Vogel (eds), What's the Beef?: The Contested Governance of 
European Food Safe0 (2006) 80, 82; D L Post, 'Regulating biotech foods: government 
institutions and public reactions' in M P Egan (ed), Creating a Transatlantic Marketplace: 
government policies and business strategies (2005) 134, 144. 

17 T Bemauer and L Caduff, See T Bernauer and L Caduff, 'Food Safety and the Structure of 
the European Food Industry' in Christopher Ansell and David Vogel (eds), What's the Beef?: 
The Contested Governance of European Food Safe0 (2006) 80, 82. 

18 Ibid, 83. 
19 Marsha A Echols, 'Food safety regulation in the European Union and the United States: 

different cultures, different laws' (1998) 4 Columbia Journal of European Law 525, 528-529. 
20 This was particularly the case in the aftermath of 'Mad Cow Disease'. See T Bernauer and L 

Caduff, 'Food Safety and the Structure of the European Food Industry' in Christopher Ansell 
and David Vogel (eds), What's the Beef?: The Contested Governance of European Food Safety (2006) 
80, 80-81; Gregory C Shaffer Mark A Pollack, 'Regulating Between National Fears and Global 
Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 10/04, Jean Monnet 
Program NYU School of Law, 2004) 21-22. 
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Table 1: No. of EC approvals for GM food and feed by category until April 2007* 

Type 
Approval category 

Food and Feed Import and Processing Cultivation 

Cotton 5 0 0 

Flowers 0 1 2 

Maize (Corn) 14 4 2 

Rapeseed 5 2 0 

Soybean 1 1 0 

Total 25 8 4 

Source: Compiled from Community Register of GM Food and Feed (2007) European Commission; GMO 
Database (2007) GMO Compass <http://www.gmo-compass.org/eng/gmo/db/ > at 10 April 2007. 
*These approvals include pre-1998 approvals that are still valid. The total number of approvals given here 
is for individual approval categories and does not take account of GMOs that were given approval across 
several categories. 

Contributing to European scepticism as to the benefits of scientific based assessment of 

novel food technologies were feelings that American interests were trumping European 

rights to decide what was grown and eaten in that region. Such feelings were exacerbated 

by early trade complaints in the WTO by the US and Canada against the EU over its 

continued refusal to accept imports of meat and meat products that had been treated 

with growth-inducing hormones. The resultant European Communities Measures Concerning 

Meat and Meat Products (Hormones) (EC — Hormones) 2 I dispute was a prelude to ongoing 

tensions between the trading blocks over contradictory social and regulatory positions on 

food, agricultural technology and trade which would lead up to the Biotech dispute that 

is the subject of this thesis. 

These conflicting regulatory and cultural approaches, combined with the long-standing 

trade in agricultural products between the US and the EC placed the two regions at 

loggerheads. In fact, the US claimed that the moratorium on the EC's approval of 

GMOs was costing the US $300 million annually in agricultural export losses.' In the 10 

years leading up to the Biotech dispute the value of US agricultural exports to the EC 

dropped by 22 percent, which the US Department of Agriculture 23  (USDA) and other 

21 WTO Doc WT/DS26/AB/R (1998) ('BC — Hormones); European Communities—Measures 
Concerning Meat and Meat Products (Hormones), WTO Doc WT/DS26/R/ USA (1997) ('BC — 
Hormones'). 

22 Edward Alden, Tobias Buck and Guy De Jonquieres, 'Comment & Analysis: The 
Washington-led challenge to the European Union moratorium will take trade disputes into 
untested areas, further straining the legitimacy of the World Trade Organisation' (14 May 
2003) Financial Times 21. 

23 While, according to the USDA, the importance of the EU as an export market for US 
agricultural goods has been in decline for over 20 years, more recently, 'agricultural exports to 

5 



A CRITICAL ANALYSIS OF EC - BIOTECH 

independent commentators have argued were, in part, the result of 'restrictive agri-

biotech regulation in the European Union'. 24  

Towards the EC — Biotech Dispute 

As early as 1999, the Office of the United States Trade Representative (USTR) had 

flagged the potential looming trade dispute with the EC over what it considered was a 

'continued lack of a transparent and timely EC approval process for foodstuffs 

containing genetically modified organisms (GM05).'25  Reacting to the marked drop in 

exports to the EU, Nao Matsukata, a former adviser to Robert Zoellick the (then) US 

trade representative stated, 'if we don't draw the line here, it gives the impression that we 

are going to allow Europe to regulate its market to our disadvantage.' 26  He, and other US 

Officials, recommended bringing a case at the WT0. 27  

The perceived chilling effect of EC GMO regulation on foreign markets, particularly 

those in Africa, served as a further impetus towards the eventual trade dispute. Europe is 

a major destination for many African country agricultural products and when, in 2002, 

Zambia refused to accept shipments of food aid containing genetically modified maize 

from the US citing the precautionary principle28  and the potential loss of export markets, 

the US was quick to blame European GMO polices.' In this regard, from a US 

the EU have declined in absolute terms due to a strong dollar, increased competition, and EU 
policies that have limited imports of some U.S. bulk commodities.' 23  See, United States 
Department of Agriculture, Economic Research Service, US — EU Food and Agriculture 
Comparisons (2004) 9. 

24 Thomas Bemauer, Genes, Trade, and Regulation: The Seeds of Conflict in Food 
Biotechnology (2003) 126-127. 

25 Office of the United States Trade Representative, 'Report on Trade Expansion Priorities 
Pursuant to Executive Order 13116 ('Super 301')' (1999) 64 Federal Register 24439, 24444. 

26 Nao Matsukata quoted in Edward Alden, Tobias Buck and Guy De Jonquieres, 'Comment & 
Analysis: The Washington-led challenge to the European Union moratorium will take trade 
disputes into untested areas, further straining the legitimacy of the World Trade Organisation' 
(14 May 2003) Financial Times 21. 

27 Ibid. 
28  The precautionary principle, which holds that where there are threats of severe or irreversible 

harm to the public or the environment, scientific uncertainty should not be a basis for 
postponing measures aimed at dealing with that harm, is discussed in more detail in Chapter 
2. 

29 The US claimed that EU GMO trade policy was directly affecting famine relief efforts in 
Africa, a claim which was reiterated by President Bush in an address to the US Coast Guard 
Academy in the week following the launch by the US of consultations at the WTO. 
According to the Bush administration, the EU's refusal to lift its moratorium on GM crops 
had influenced African nations such as Zambia, Zimbabwe and Mozambique to refuse food 
aid containing GM maize from the US. These countries feared that farmers would plant the 
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perspective, the initiation of dispute settlement proceedings at the WTO could serve a 

two-fold function if successful: not only would a favourable outcome go some way 

toward reinstating trade-flows between the EC and the US in products derived from 

agricultural biotechnology, but it could also help to promote access to markets that may 

otherwise have instituted similarly restrictive GMO polices to those in place in the EC. 

At the same time there was mounting domestic pressure on the Bush administration 

from US farm groups, food industry organisations and biotech companies to lodge a 

complaint at the WTO concerning the EC's GM policies." A number of US politicians 

echoed these concerns and placed internal pressure on the government to take action 

against EC 'scare campaigns' that they claimed were being used to justify the use of non-

tariff barriers against US GM food.' 

Eventually, the lack of approvals of biotech products in the EC led the US (and co- 

complainants Canada and Argentina) to formally request' consultations at the WTO 

GM maize provided by the US which would eventually lead to 'GM-contamination' of maize 
crops thereby jeopardizing export opportunities to the EU. One (costly) solution which was 
employed by Zimbabwe and Mozambique was to mill the maize before distributing it so-that 
it could not be planted. Zambia simply refused the aid. See Office of the US Trade 
Representative, 'United States Requests Dispute Panel in WTO Challenge to EU Biotech 
Moratorium' (Press Release, 7 August 2007); See also Office of the Press Secretary, The 
White House, 'Remarks by the President in Commencement Address to United States Coast 
Guard Academy' (Press Release, 21 May 2003) 
<http://www.whitehouse.gov/news/releases/2003/05/print/20030521-2.html > (accessed 
15 August 2007); Robert Paarlberg, 'Are genetically modified (GM) crops a commercial.risk 
for Africa?' (2006) 2 International Journal of Technology and Globalisation 81, 86; Famine and the 
GM debate (2002) BBC News World Edition 
<http://news.bbc.co.uk/2/hi/africa/2459903.stm > at 25 July 2007; US Department of State, 
`USTR Details Urgency of Ending EU Ban on Biotech Food' (Press Release, 13 May 2003). 
Several commentators, however, have argued that US concern over the effect that EU GM 
trade policy was having on African nations had little to do with famine relief efforts. Rather, 
they point to the US's desire to ensure open markets in the developing world for US GM 
products as a motivating factor behind both the anti-EU rhetoric concerning food aid, and 
the EC Biotech case itself. For example, they point to legislation such as the United States 
Leadership Against HIV / AIDS, Tuberculosis and Malaria Act which ties the provision of 
assistance for HIV/Aids to the acceptance of GM food. See Ernestine Meijer and Richard 
Stewart, 'The GM Cold War: How Developing Countries Can Go from Being Dominos to 
Being Players' (2004) 13 (3) Review of European Connnuni ,  & International Environmental Law 247, 
253. 

30 Charan Devereaux, Robert Lawrence, Michael Watkins, Case Studies in US Trade Negotiation Vol 
2: Resolving Disputes (2006) 320. 

31 Senator Chuck Grassley, 'Biotechnology and Trade', 106th Congress, 2nd Session (2000) 146 
Congressional Record S3178. 

32 The request alleged that the EU had suspended consideration of applications for the approval 
of biotech products under its own regulatory regime, the result being that US food and 
agricultural exports to the EU were being unduly restricted. Moreover, the US argued that this 
situation was further exacerbated by several EU nations which were maintaining national 
marketing and import bans on biotech products despite these products having already 
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with the EC on the 13 May 2003. The subsequent consultations proved unproductive. 

The EC maintained that its regulatory regime for GMOs was in accordance with WTO 

rules, was transparent and that current applications for approval of GM products were 

being assessed on their merits under the new regulatory framework which had been in 

place since October 2002." The US countered that the EC was unwilling to lift its 

moratorium, which, according to the US, remained in place despite the adoption of new 

regulations. The US claimed that the EC's continuing moratorium on approvals of 

GMOs and its unwillingness to enforce its own rules amongst EC member states was 

sending a 'devastating signal' to developing countries' — reinforcing the argument that 

one of the reasons behind the US WTO complaint was as much to do with securing 

future markets for US biotech products as it was to do with agricultural export losses. 

The US complaint was based upon two distinct points of contention: a general 

suspension or moratorium on approvals of biotech products at the EC level, and the 

restrictions placed on the approval or marketing of these products by certain EC 

member states. According to the US, these claims constituted three separate measures 

that were in violation of the EC's obligations under WTO rules. The first two measures 

relate to the alleged general moratorium and the third to safe-guard measures adopted by 

certain EC member states. The US framed these measures as follows: 

The measures affecting biotech products covered in this panel request are: 

1. the suspension by the EC of consideration of applications for, or granting 

of, approval of biotech products; 

2. the failure by the EC to consider for approval applications for particular 

biotech products...; and 

3. national marketing and import bans maintained by member States... 35  

obtained approval at the EU level. See European Communities — Measures Affecting the Approval 
and Marketing of Biotech Products, WTO Doc WT/DS291/1 (2003) (Request for Consultations 
by the United States) 1. 

33 European Commission, WTO consultation over GMOs: EU reiterates its authorisation 
system is in accordance with WTO rules' (Press Release, 19 June 2003). 

34 See discussion above at fn 29. 
35 The US claimed that these measures being employed by the EC were contrary to the EC's 

obligations under the following provisions of the agreements administered by the WTO: (1) 
Articles 2.2, 2.3, 5.1, 5.2, 5.5, 5.6, 7 and 8, and Annexes B(1), B(2), B(5), C(1)(a), C(1)(b), and 
C(1)(e) of the SPS Agreement; (2) Articles I:1, 111:4, X:1, and XI:1 of the GATT 1994; (3) 
Article 4.2 of the Agriculture Agreement; and (4) Articles 2.1, 2.2, 2.8, 2.9, 2.11, 2.12, 5.1.1, 
5.1.2, 5.2.1, 5.2.2, 5.6 and 5.8 of the TBT Agreement. See European Communities — Measures 
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Generally, the EC's main submissions in response, can be summarised as follows: 

1. EC regulations were not based so much on antagonism to GMOs as a 

greater level of precaution than was found in the US. 36  Accordingly, the 

EC had developed a rigorous regulatory framework to assess each such 

product on its merit; 

2. that social values were an integral part of food regulation and the 

complainants ignored 'the whole socio-political, legal, factual and 

scientific complexity of the case'; 38  

3. the EC's approval regime for biotechnology was established in 

accordance with the EC's obligations under international treaties, 

including the Convention on Biological Diversiy 9  and the Cartagena Protocol on 

Biosafeg to the Convention on Biological Diversi. 40  

Ultimately the WTO Panel produced a complex, technical and tortuously long decision 

(almost 2500 pages in all). While the Panel found in favour of both parties with respect . 

to certain claims, the decision would appear most favourable to US interests, not only 

because the Panel decided that the EC had enacted a de facto moratorium in conflict with . 

WTO rules, but also because the Panel's approach to the resolution of particular issues, 

which are the subject of analysis in this thesis, accords with arguments put forward by 

the US. The Panel's main conclusions can be summarised as follows: 

(1) The moratorium affected the application of the EC's biotech approval 

procedures, which led to 'undue delay' contrary to provisions of the 

Agreement on the Application of Sanitag and Phytosanitag Measures' (SPS 

Agreement); 

Affecting the Approval and Marketing of Biotech Products, WTO Doc WT/DS291/23 (Request for 
the Establishment of a Panel by the United States) 1. 

36  European Communities — Biotech Products, WTO Doc WT/D5291/R, NXIT/DS292/R, 
WT/DS293/R (2004) (First Written Submission by the European Communities) para 2. 

37 Ibid. 
38  European Communities — Biotech Products, WTO Doc WT/DS291/R, WT/DS292/R, 

WT/DS293/R (2006) (Report of the Panel), para 4.332. 
39 Convention on Biological Diversity, opened for signature 5 June 1992, 1760 UNTS 142 (entered 

into force 29 December 1993) ('CBD'). 
40 Cartagena Protocol on Biosafeo to the Convention on Biological Diversity, opened for signature 15 May 

2000, 39 ILM 1027 (entered into force 11 September 2003) (13iosafery Protocol'). 
41 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 

1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex lA (Agreement on the 
Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, ('SPS Agreement). 
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(2) There was undue delay in respect of almost all product approvals for 

GMOs in the EC; 

(3) Certain EC member nations had instituted safeguard measures, in respect 

of the production and marketing of GM0s, within their respective 

territories, without sufficient scientific evidence as required by the SPS 

Agreement. 

As can be noted from these outcomes, the SPS Agreement was the dominant WTO 

agreement utilised by the Panel to reach its conclusions. This occurred despite the fact 

that arguments were made by the parties as to the relevance of other WTO agreements 

to the dispute, particularly the Agreement on Technical Barriers to Trade42  (TBT Agreement) 

and the General Agreement on Tariffs and Trade 43  (GATT). The basis for the preference of 

the SPS Agreement over the GATT and TBT Agreement was never clearly addressed by 

the Panel. Nevertheless, it would appear that there was a conscious attempt to avoid 

using any other agreement bar the SPS Agreement where possible in responding to the 

claims of the parties. 

Thesis Outline 

This thesis will examine the problematic line of reasoning adopted by the Panel in 

respect of its preference of the SPS Agreement over other relevant WTO agreements and 

examine the impacts of that reasoning for future WTO disputes. Prior to this, it will also 

consider how the Panel dealt with the EC's arguments concerning the relevance of rules 

of international law to interpreting the rules of the WTO. It will consider whether the 

decision arrived at by the Panel in both these respects was correct — in terms of legal 

soundness, or rather, was expedient — in that it defused a politically sensitive dispute. Put 

differently, did the Panel make the right decision in the EC — Biotech dispute — or the 

most politically convenient one? 

42  Marrakesh Agreement Establishing the World Trade Organkation, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex IA (Agreement on Technical 
Barriers to Trade) 1868 UNTS 120 (TBT Agreement'). 

43  Marrakesh Agreement Establishing the World Trade Organkation, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex IA (General Agreement on 
Tariffs and Trade) 1867 UNTS 190 ('GATT'). 
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This thesis does not examine the entire EC— Biotech dispute in detail. Rather, it will focus 

on these two small (in terms of their overall length in the Panel's voluminous decision) 

but nevertheless crucial issues. 

In considering this central question I will first, by way of background, examine the 

opposing regulatory approaches to GMOs adopted by the US and EC in Chapters I and 

II. Of particular note are the divergent trajectories of GMO policy and law in each 

respective jurisdiction. This background is essential in understanding the legal, political 

and social dimensions that both precipitated, and were implicitly at issue, in the EC — 

Biotech dispute. 

In Chapter I, I argue that the US has adopted what can be described as a permissive 

approach to biotechnology and has generally viewed regulation as unwelcome or 

necessarily facilitative. From the early beginnings of regulation in the US, those 

concerned with promoting the technology were able to gain ascendency in debates over 

how best to regulate this emerging technology. This eventually led to the development of _ 

a regulatory framework which is premised upon the idea that GMOs are like 

conventional products. Therefore, existing regulatory structures were deemed adequate 

to regulate the use of this technology despite the fact that in many circumstances those 

structures were ill equipped for the task. In this respect, concerns about risks posed by 

GMOs have been downplayed in relation to their benefits. Nevertheless, this approach 

has served to the benefit of the biotechnology industry in the US and led to international 

dominance in the field. 

The EC, on the other hand, adopted a more precautionary stance and has been more 

willing to respond to public concerns in the development of its approval regime for 

GMOs. In Chapter II, I examine the development of EC regulation for GM0s, a 

process which is inextricably linked to the development of environmental laws 

throughout the EC. Following a range of agricultural and food scares, EC regulators 

have become increasingly sensitive to community risk perceptions. This, in turn, has 

served to motivate increasingly broad reaching and involved environmental regulations. 

Conversely, the implementation of such regulations has served to raise further awareness 

of environmental matters amongst EC citizens, and in particular regulatory approaches 

to environmental risk assessment. In this regard, the precautionary principle now plays a 

fundamental role in environment and risk law and policy throughout the EC and is a 

central principle of its regulatory approach to GMOs. 

1 1 
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It is evident that the US and the EC have adopted opposing regulatory regimes, one 

permissive — the other precautionary. The discussion in Chapters I and II will highlight 

the very real challenge faced by the Panel in resolving the party's claims. Indeed, I would 

argue that this challenge and the resultant desire to avoid political statements as to which 

approach was preferable, led the Panel to adopt the line of reasoning that it did. This 

reasoning, in particular the Panel's consideration of the relevance of rules of international 

law to interpretations of the WTO agreements and the applicability of the SPS Agreement 

form the basis of the discussion in Chapters III and IV. 

In this respect, Chapters III and IV will critique the Panel's approach to resolving the EC 

— Biotech dispute. Chapter III will examine the Panel's treatment of other non-WTO rules 

and their potential applicability to interpretations of the WTO agreements. The EC 

argued for the relevance of such rules as it claimed that its precaution-oriented approval 

regime was developed with such international legal obligations in mind, although it never 

clearly elucidated on what basis they were relevant. It seems clear however, that the 

recognition of non-trade considerations, most importantly the precautionary principle 

within these rules, favoured the EC's position. The resolution of this issue was significant 

as it has the potential to shape the interpretation of WTO agreements by reference to 

other international treaties in future disputes. This has implications for the ongoing 

development of both international law and WTO jurisprudence. 

Chapter IV will continue the critique of the Panel's decision in BC— Biotech by examining 

the Panel's assessment of whether the EC's regulatory regime for GMOs was, in its 

entirety, a sanitary and/or a phytosanitary (SPS) measure. Within its decision, the Panel 

evidently preferred to describe EC regulatory measures as SPS measures despite the 

possibility — and the parties' contentions to that effect — that other WTO agreements 

were, in some instances, more appropriate. The practical outcome of this one-size-fits-all 

approach to the EC's measures is to effectively broaden the scope of the SPS Agreement 

beyond what it originally was intended to encompass. No justification for the apparent 

favouritism by the Panel is included in their decision. The SPS Agreement was conceived 

to have narrow application to particular types of measures and accordingly requires a 

higher standard of scientific proof to justify restrictive trade measures. The implication of 

the Panel's decision in this regard may be that, in the future, parties may utilise the SPS 

Agreement divisively, to the exclusion of the GATT and the TBT Agreement, thereby 

rendering it more difficult to justify trade restricting environmental and health and safety 

regulations. 
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In examining the Panel's decision in EC — Biotech, this thesis will use the text of the 

decision, relevant sources of international law as well as secondary sources. Secondary 

literature and relevant WTO disputes published after 1 November 2008, do not inform 

the discussion in this thesis. 

The EC — Biotech dispute was potentially one of the most controversial disputes 

considered by a WTO Panel. While some commentators believed that an appeal of the 

Panel's decision would be inevitable, 44  this scenario did not eventuate. One reason for 

this may have been that the Panel's decision was such that both sides to the dispute 

could claim a victory of sorts — with the Panel deciding for both the complainants and 

the defendants on certain issues.45  However, achieving this result required the Panel to 

employ questionable reasoning in order to avoid addressing some of the more difficult 

questions raised by the disputants. In this regard, had the Panel considered particular 

questions raised by the parties under either the provisions of GAIT or the TBT 

Agreement, this would have necessitated an examination of the compatibility of the EC's 

approval regime with WTO rules and the nature of GMOs themselves. As the Panel was - 

keen to point out, these were the very issues that it avoided in its decision. However, in 

order to do so, this thesis argues that the Panel sacrificed the integrity the SPS Agreement: 

and further isolated the WTO from the wider corpus of international law in which it is 

situated. As a result, the price paid for the political palatability of the EC — Biotech 

decision is potential difficulties with the resolution of future environment or health 

related trade disputes. 

44 See for example, Steve Suppan, `Backgrounder on WTO Dispute: U.S. vs. EC BioTech 
Products Case' Institute for Agriculture and Trade Policy (2005), 1; See also comments posted 
by on December 03, 2006 at 06:14 PM by Steve Charnovitz, Biotech Panel Report (2006) 
International Economic Law and Policy Blog 
<http://wor1dtradelaw.typepad.combelpb1og/2006/12/biotech_panel_r.html> at 8 August 
2008. 

45  See Jacqueline Peel, 'A GMO by Any Other Name... Might Be an SPS Risk!: Implications of 
Expanding the Scope of the WTO Sanitary and Phytosanitary Measures Agreement' (2007) 
17(5) European Journal of International Lan) 1009, 1010. 
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I 	Introduction 

The European Communities — Measures Affecting the Approval and Marketing of Biotech Pro ductsl 

(EC — Biotech) dispute threw into stark relief the divergence in the regulatory approaches 

to genetically modified organisms (GM0s) in the United States 2  (US) and the European 

Communities (EC). In this respect, the EC — Biotech dispute raised difficult, contentious 

issues for the World Trade Organization (WTO). It potentially required the dispute 

settlement Panel to determine not only the validity of the EC's more precautionary, 

health and environmentally orientated regulation of GMOs under WTO rules, but also, 

in doing so, to ostensibly provide interpretations of WTO rules that could be seen as 

providing tacit support for one regulatory approach at the expense of the other. To fully 

understand the social, political and legal elements that factored in the lead up to — as well 

as in — the decision itself, it is essential to understand the development of GMO 

regulation in the US and the EC. Accordingly, this Chapter traces the evolution of GMO 

regulation in the US from its early beginnings to its current incarnation. This discussion 

will reveal that the dominant narrative in the development of GMO regulation in the US 

was one of promotion and facilitation. 

The story of the regulation of biotechnology in the US began in earnest in the early 

1970s. Accordingly, Part A begins by examining the novel impetus towards the regulation 

of this technology that occurred in the US during this era. One of the most important 

events in terms of the early development of US controls for genetic research, the 

Asilomar conference, will also be discussed. These early events led to the eventual 

development of the National Institutes of Health (NTH) Guidelines for Research Involving 

Recombinant DNA Molecules 3  (NIH Guidelines) the formation of which is canvassed in 

some detail. Part B explores the politically charged debate that took place in the US 

European Communities — Biotech Products, WTO Doc WT/DS291/R, WT/DS292/R, 
WT/DS293/R (2006) (Report of the Panel) ('EC— Biotech'). 

2 The same could be said in relation to Argentina and Canada. However, the discussion in this 
thesis focuses on the regulatory regimes of the EC and the US. 

3 National Institutes of Health, `NIH Guidelines for Research Involving Recombinant DNA 
Molecules' (1976) 41 Federal Register 27902, 27903 ('NIH Guidelines'). 
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about whether or not specific legislation was required for biotechnology. While these 

debates were taking place, genetic research progressed from contained use to deliberate 

release experiments, and consequently revisions were required to the NIH Guidelines. 

The discussion then turns to examine one of the first approvals granted for a deliberate 

release experiment under the newly revised NIH Guidelines. This approval was the 

subject of litigation in the 'Ice Minus' case. Ice Minus was significant, for it highlighted 

some of the deficiencies of US biotechnology regulation. Following on from this pivotal 

case, this thesis turns to examine the conflicts that were taking place amongst the 

relevant US federal government agencies over the appropriate form that regulations 

should take. In this regard, Part C first looks at the development of the Coordinated 

Framework for the Regulation of Biotechnology (Coordinated Framework). After 

discussing the debates in the lead up to the promulgation of the Coordinated 

Framework, the discussion then focuses on recent regulatory failures, such as the Starlink 

corn scandal. 

Ultimately, US regulation for GMOs was developed on the back of existing statutes, 

regardless of their suitability to the task, and was characterised by an approach that 

focuses on the end-product and not the process, i.e. biotechnology, used in the 

development of a product. What this reveals is that the overriding concern in the 

development of regulatory controls for biotechnology in the US was the promotion and 

facilitation of the development of this technology. 

A 	Early Regulation 

1 	The Scientific Communio Takes the Lead 

Federal US guidelines specific to biotechnological research date back to the mid-1970s. 

The impetus for the development of these controls in the US was driven from within the 

scientific community itself, which was concerned about potential risks to public health 

and the environment posed by rapid advances in the field. 4 As a result of these concerns, 

scientists took the first steps toward the development of federal guidelines by calling for 

a partial moratorium on research involving particular types of experimentation with 

4  Paul 	Berg, 	Asilomar 	and 	Recombinant 	DNA 	(2004) 	Nobel 	Prize 
<http://nobelprize.orenobel_prizes/chemistry/articles/berg/> at 28 November 2008. 
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recombinant deoxyribonucleic acid (rDNA) molecules. 5  Subsequently, the NIH became 

involved following a request reacting to calls by the scientific community. The NIH 

established an advisory committee to consider the issues raised by this research. Shortly 

after the formation of the committee, one of the seminal events in the history of the 

regulation of biotechnology took place. Scientists, government officials, journalists and a 

few lawyers gathered at Asilomar in California to discuss how best to proceed with the 

regulation of this technology. The results of the discussions held at Asilomar provided 

the blue print that served to shape the parameters of the regulation of rDNA research in 

the US well into the future. 

That the driving force behind the development of controls for rDNA research was to 

come from within the scientific community, rather than from government or the public 

was, itself, exceptional. 6  Nevertheless, while there was genuine concern amongst the 

scientific community over the unknown risks posed by the technology, there was also a 

desire to prevent overly stringent regulation which, it was worried, would stifle its 

development. Hence, the development of national controls in the US for rDNA research 

was steeped in debate and controversy over how best to maximise the potential of this 

powerful new technology while ensuring that any risks, which were at the time largely 

unknown, were minimised. In order to better appreciate the formation of current US 

GMO policy, this Part traces the developments and the diverse currents that resulted in 

the evolution of federal US policy from its early beginnings to when the technology 

began to outgrow initial controls. 

(a) The RAC is born 

Scientists gathered at the 1973 Gordon Conference on Nucleic Acids in New Hampshire 

were concerned about the possible hazards posed by the emerging field of genetic 

engineering and the potential consequences of the accidental release of organisms which 

had been genetically modified. The result of the conference was the formation of the 

National Academy of Science (NAS) Committee on Recombinant DNA Molecules (NAS 

5 Throughout this and subsequent chapters, the term rDNA is used to refer to the process of 
genetic transformation whereby two segments of DNA from two or more organisms are 
spliced together to form a hybrid DNA molecule. 

6 See Valerie M Fogleman, 'Regulating Science: An Evaluation of the Regulation of 
Biotechnology Research' (1987) 17 Environmental Law 183,183-184. 
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Committee) 7  which was requested to consider the issues raised by the scientists at the 

Gordon conference. 8  Subsequently, this led to the formation in 1974 of the Recombinant 

DNA Molecule Program Advisory Committee (or the RAC as it became known) by the 

NIH. 9  The RAC was to become a key player in the oversight and development of 

controls for rDNA research in the US. 

(b) The Asilomar Conferencew  

The next major step in the development of regulatory controls for this novel technology 

took place at a conference in California. The International Conference on Recombinant 

DNA Molecules, more commonly known as the Asilomar conference, was attended by 

leading scientists in the field of molecular biology from around the world as well as 

members of the newly formed RAC committee, journalists and lawyers. 

While scientists at Asilomar were keen to demonstrate that public-safety was a primary 

concern in conducting rDNA experiments, they were reluctant to engage in debate with 

the public for fear that to do so would inevitably lead to tighter controls over their 

research." David Baltimore, one of the organisers of the Asilomar conference, viewed 

7  See 'Guidelines for DNA Hybrid Molecules' (1973) 181 Science, 1114; Paul Berg et al., 
'Potential biohazards of recombinant DNA molecules' (1974) 71(7) Proceedings of the National 
Academies of Sciences USA 2593, 2593. 

8  The result of the NAS Committee's findings were to: encourage scientists voluntarily defer 
experimentation involving rDNA molecules until the 'potential hazards...have been better 
evaluated or until adequate methods are developed for preventing their spread...'; request the 
NIH Director establish an advisory committee to ascertain the potential 'biological and 
ecological hazards' related to experimentation with rDNA molecules, to develop containment 
procedures for such experiments, and to formulate guidelines to be followed by researchers 
working with potentially hazardous rDNA molecules; and recommended that an 
international conference be held to discuss the potential hazards posed by this emerging 
technology. Paul Berg et al, 'potential biohazards of recombinant DNA molecules' (1974) 
71(7) Proceedings of the National Academies of Sciences USA 2593, 2593-2594. See also Paul Berg et 
al., 'Potential biohazards of recombinant DNA molecules' (1974) 185 Science, 303; `NAS ban 
on plasmid engineering' (1974) 250(5463) Nature, 175; Paul Berg et al., 'Potential biohazards 
of recombinant DNA molecules' (1974) 71(7) Proceedings of the National Academies of Sciences 
USA 2593, 2593. 

9  Donald S Fredrickson, 'The first twenty-five years after Asilomar' (2001) 44(2) Perspectives in 
Biology and Medicine 170, 170; Sheldon Krimsky, Genetic Alchemy: The Social History of the 
Recombinant DNA Controversy (1983) 154. 

10  Note that this conference is occasionally referred to Asilomar 2. Asilomar 1 refers to the 
Conference on Biohazards in Biological Research which was held in Asilomar, California, United 
States in January 1973. 

11  See Dorothy Nelkin, 'Beyond risk: reporting about genetics in the post-Asilomar press' (2001) 
44(2) Perspectives in Biology and Medicine 199, 199. Nelkin notes that there was concern at 
Asilomar that greater public interest could eventually lead to the paralysis of research. Wright 
relates that several of the reporters at Asilomar concluded that the meeting 'was intended to 
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the gathering as an opportunity not only to allay public concern but to also minimise 

governmental regulatory interference by demonstrating that scientists in the field were 

capable of self-regulation — something which was eminently preferable to the scientific 

community. 12  As Weiner argues, the primary motivation behind the conference was to 

work out how best to deal with potential hazards so that research could proceed with out 

unnecessary delay. 13  

The conferees discussed the efficacy of the moratorium that had been called for by the 

NAS Committee the previous year as well as the type of controls that would be necessary 

in order for the moratorium to be lifted, while minimising the possible risks posed to 

both humans and the environment." In this regard, the focus of the conference was 

directed toward the containment of possible hazards in order to facilitate the 

continuation of research; legal and ethical considerations were predominantly secondary 

concerns. 15  As Wright argues, 

The 1975 Asilomar Conference was, in essence, about persuading the 

American people and their representatives in Congress to allow the 

community of molecular biologists to pursue genetic engineering under 

a system of self-governance. Equally important, it was also about 

avoid public involvement rather than encourage it'. Susan Wright, Molecular Politics: Developing 
American and British Regulatog Policyfor Genetic Engineering, 1972-1982 (1994) 151. 

12 Charles Weiner, 'Drawing the line in genetic engineering: self-regulation and public 
participation' (2001) 44(2) Perspectives in Biology and Medicine 208, 208. 

13 Ibid, 211. 
14 Paul Berg et al, 'Summary statement of the Asilomar Conference on recombinant DNA 

molecules' (1975) 72(6) Proceedings of the National Academies of Sciences USA 1981, 1981. 
Participants recognised that any such controls should initially be sufficiently rigorous yet 
flexible enough to allow for gradual modification as advances in methodology occurred and 
evaluations of the risks changed. In addition, a session was held in which the legal, and to a 
lesser degree, the social and ethical ramifications of the rDNA experimentation were 
discussed. It was during talks on these subjects, given by several lawyer invitees, that the 
scientists at Asilomar were reminded of the public's right to participate in the policy making 
process through both the legislature and the courts and of the potential legal liability for 
experiments involving rDNA. See Susan Wright, Molecular Politics: Developing American and 
British Regulatog Polig for Genetic Engineering, 1972-1982 (1994) 153-154; Donald S Fredrickson, 
`Asilomar and Recombinant DNA: The End of the Beginning' in Kathi E Hanna (ed), 
Biomedical Politics (1991), 280-281. 

15  Susan Wright, Molecular Politics: Developing American and British Regulatog Polig for Genetic 
Engineering, 1972-1982 (1994) 145, 146-148. 
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persuading the molecular biology community to accept the degree of 

self-sacrifice that was needed for such a strategy to be effective. 16  

The Asilomar conference was significant in several respects. First and foremost the 

actions taken by scientists in halting research before harm had been proven was indeed 

'rare'. Fredrickson (the Director of the NIH at the time) refers to the self-imposed 

moratorium 'on the advance of a scientific revolution, [as] the first of any scale in the 

• history of biomedical science: 17  Secondly, it was a pivotal step in the evolution of US 

regulation of biotechnology. The conference ultimately stimulated discourse on the role 

of the public in the regulation of science and served to frame the 'contours of future 

policy'. 18  Thirdly, the conference was also important insofar as it engendered a sense of 

precaution in the scientific community about the risks of genetic engineering. 19  Yet 

examining the discourse during the conference and the rhetoric afterwards, there is cause 

to question exactly what the 'precaution' was about. 

There was indeed genuine concern amongst some of the scientific community gathered 

at Asilomar about the risks posed by genetic research. However, public involvement and 

risk management, did not seem of itself necessary20  — in fact they were seen as slowing 

scientific progress and as necessary evils that were needed to temper public disquiet that 

could ultimately undermine scientific progress in a much more debilitating manner than 

the small self-sacrifice of allowing them. Thus, although Asilomar called for controls on 

research to manage potential risks, it can be argued that the backing for such controls by 

some in the scientific community arose because some form of regulation was seen as 

necessary to mitigate the risks to scientific progress from the perception of unfettered 

research, as much as the risks that arose from the research itself. 21  In other words, for 

16 Susan Wright, 'Legitimating Genetic Engineering' (2001) 44(2) Perspectives in Biology and Medicine 
235, 236. 

17 Donald S Fredrickson, 'The first twenty-five years after Asilomar' (2001) 44(2) Perspectives in 
Biology and Medicine 170, 173. 

18 Susan Wright, Molecular Politics: Developing American and British Regulatog Polig for Genetic 
Engineering, 1972-1982 (1994) 144. 

19 Ibid, 157. 
20 See for example, Susan Wright, 'Legitimating Genetic Engineering' (2001) 44(2) Perspectives in 

Biology and Medicine 235, 239. 
21 For example, Weiner writes, in regard to early initiatives to regulate rDNA research, that 

scientists had a 'deep concern with public response' and sought to 'anticipate, influence, and 
control it.' He goes on to note that lb]iologists feared that the public's apprehension about 
hazards could lead to political intervention that might threaten funding for research using 
recombinant DNA techniques, and they worried that scientists might lose control over 
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some, regulatory control and public oversight helped 'facilitate' the science — by limiting 

public backlash — rather than directing or circumscribing it in order to protect human 

health and the environment. This desire to prevent regulatory interference (legislative or 

otherwise) in the field was further evidenced by the discourse of NIH officials 

concerning the implementation of the proposed rDNA guidelines (discussed below), 

which were based upon the recommendations made at Asilomar. 

2 	The NIH Guidelines 

The results of the Asilomar conference were presented to the NAS in a report and made 

available to the public. 22  The recommendations made in the report reflected the view of 

the majority of the participants at Asilomar that experimentation should proceed, but 

under conditions of appropriate physical containment; that is, containment 

commensurate to the level of (hypothetical) risk involved in a particular experiment. The 

report also acknowledged that some experiments potentially posed such a degree of risk 

that, with the state of scientific knowledge such as it was at the time, they should not be 

performed.23  Accordingly, the Asilomar report contained concrete recommendations on 

the type of containment facility that should be used for various types of experimentation 

as well as guidelines for implementation of the recommendations contained in the 

report.24 These recommendations were adopted by the RAC, and eventually culminated 

in the NIH Guidelines which were promulgated on June 23, 1976. 25  

The NIH Guidelines were focused on the physical (and biological 26) containment of 

DNA experiments in order to ensure the safety of researchers, the public and the 

research choices and procedures.' Charles Weiner, 'Drawing the Line in Genetic Engineering: 
Self-regulation and Public Participation' (2001) 44(2) Perspectives in Biology and Medicine 208, 209. 

22 Paul Berg et al, 'Summary statement of the Asilomar conference on recombinant DNA 
molecules' (1975) 72(6) Proceedings of the National Academies of Sciences USA, 1981; Paul Berg et al 
`Asilomar conference on recombinant DNA molecules' (1975) 188 Science, 991; Paul Berg et al 
`Asilomar conference on DNA recombinant molecules' (1975) 255 Nature, 442. 

23 Paul Berg et al, 'Summary statement of the Asilomar Conference on recombinant DNA 
molecules' (1975) 72(6) Proceedings of the National Academies of Sciences USA 1981, 1981. 

24 Paul Berg et al, 'Summary statement of the Asilomar Conference on recombinant DNA 
molecules' (1975) 72(6) Proceedings of the National Academies of Sciences USA 1981, 1981. 

25 National Institutes of Health, `NIH Guidelines for Research Involving Recombinant DNA 
Molecules' (1976) 41 Federal Register 27902, 27903. 

26 Biological containment referred to the use of 'disarmed' strains of E. co/i bacteria that would 
not grow outside of the laboratory environment. For a detailed discussion of the issues 
surrounding both physical and biological containment, see Susan Wright, Molecular Politics: 
Developing American and British Regulatog Polio ,  for Genetic Engineering, 1972 - 1982 (1994) 168 - 

179. 
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environment. Experiments were to be restricted to the use of the E. co/i K 12 as a 

bacterial host and were assigned risk categories that were correlated with appropriate 

levels of containment. 27  Additionally, the deliberate release of rDNA into the 

environment was prohibited 28  along with certain types of work, including the application 

of rDNA techniques on a commercial scale. 29  The NIH Guidelines required the 

establishment of Institutional Biosafety Committees and detailed the responsibilities of 

these committees. The authority to review proposed experiments and to stipulate the 

appropriate level of containment rested with the RAC, 30  and responsibility for 

implementing and maintaining the appropriate containment controls was to be shared 

between the principal investigator, the institution carrying out the research and the 

NIH.31  

What is apparent from the early stages of the development of controls for rDNA 

research in the US is a tendency to preference progress rather than precaution. As noted, 

there was undoubtedly genuine concern over the possible effects of this research. 

However, such concern did not translate into binding legislation despite the fact that 

there remained, at the time, many unanswered questions concerning the risks posed by 

the technology. Rather, the NIH Guidelines which resulted from the early debate over • 

appropriate controls were a much weaker and more malleable form of oversight. As is 

discussed below, this outcome was the result of a concerted effort by key players to pre-

empt regulatory interference, which was viewed as burdensome and unnecessary, by 

voluntarily committing to weaker non-regulatory controls. 

27 Commission on Life Sciences, Field Testing Genetically Modified Organisms: Framework for Decisions 
(1989) 134. For a detailed overview of the various levels of protection (i.e. containment) 
required for different experimentation involving the use of rDNA see Susan Wright, Molecular 
Politics: Developing American and British Regulatog Polio ,  for Genetic Engineering, 1972-1982 (1994) 
168-169. 

28 National Institutes of Health, NTH Guidelines for Research Involving Recombinant DNA 
Molecules' (1976) 41 Federal Register 27902, 27906. 

29 Susan Wright, 'Molecular Biology or Molecular Politics? The Production of Scientific 
Consensus on the Hazards of Recombinant DNA Technology' (1986) 16 Social Studies of 
Science 593, 595. 

30  Adam Sheingate, 'Promotion Versus Precaution: The Evolution of Biotechnology Policy in 
the United States' (2006) 36 British Journal of Political Science 243, 246. 

31 Susan Wright, Molecular Politics: Developing American and British Regulatog Polig for Genetic 
Engineering, 1972-1982 (1994) 180. 
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(a) Fredrickson and the Formation of the Guidelines 

Several factors in the lead up to the promulgation of the NIH Guidelines played a 

significant role in the shaping the final outcome. Of particular note was a February 1976 

NIH Director's Advisory Committee (DAC) meeting dedicated to considering whether a 

final draft version of the NIH Guidelines adequately addressed the balance between 

responsibility to the public and scientific freedom to pursue new knowledge. While it was 

clear that some scientists at Asilomar were reluctant to involve the public in the 

development of oversight controls, there was a general consensus that some public 

engagement would be necessary to progress the science. Consequently, in a departure 

from past debates, the public were invited to submit their views at this meeting. 

According to Fredrickson, this was the result of his conviction that some form of public 

participation in the policy process was highly desirable prior to the release of the NIH 

Guidelines. 32  

The inclusion of the public at this high level provided the opportunity for contradictory 

voices to be heard and for interest groups to gain access to influential policy makers, an 

undeniably positive outcome. Yet the real basis for public participation and the actual 

impact of public input on the decision making process is questionable, insofar as there 

appeared to be a degree of tokenism in the consultative aspects in these early stages of 

policy development. As such, it is possible to view public involvement at this juncture as 

little more than symbolic — motivated largely by the desire to gain community support 

for the technology in order to prevent congressional interference in the form of overly 

restrictive controls. Indeed, Fredrickson, the main proponent of public involvement at 

the February DAC meeting seems to support this interpretation by admitting in informal 

remarks at a subsequent RAC meeting that a public hearing was desirable in order to 

'forestall unfortunate and unnecessary and cumbersome legislative approaches to this 

problem'. 33  

Another significant factor influencing the development of the NIH Guidelines was the 

nature of the federal agency that assumed the initiative in creating controls for rDNA 

32  Donald S Fredrickson, 'The first twenty-five years after Asilomar' (2001) 44(2) Perspectives in 
Biology and Medicine 170, 172, 173. Amongst the invitees to the meeting, scientists with 
expertise in molecular biology were a minority. Instead, ad hoc committee members were 
chosen from various walks of life and included students, lawyers, ethicists, the President of 
the NAS and a judge among others. 

33  Donald S Fredrickson quoted in Susan Wright, Molecular Politics: Developing American and British 
Regulatog Polig for Genetic Engineering,, 1972-1982 (1994) 184. 

22 



US REGULATION OF GNIOS 

research. According to Fredrickson, the NIH was the federal agency that was most suited 

to handle the issues raised by this emerging technology. 34  He reasoned that the NIH, as 

an agency of the Department of Health, Education, and Welfare (DHEW), was subject 

to executive and congressional oversight. Moreover, Fredrickson argued that while the 

NIH lacked experience in regulation, it, more than any other relevant government 

agency, possessed the necessary scientific expertise to 'protect the interests of both 

science and the public'. 35  Fredrickson also noted that the NIH, as a large supporter of 

'non-profit biomedical laboratories', had sufficient economic clout to ensure compliance 

amongst the researchers that it funded. 36  

Two of these arguments concerning the appropriateness of the NIH as the lead agency 

for regulating rDNA research are noteworthy in the context of the development of the 

Guidelines. First, the lack of experience with regulation at the NIH was due to the fact 

that it had no formal regulatory authority at all. In other words, the NIH was not and 

had never been a regulatory agency; rather it was a wholly scientific advisory body. In 

fact, Fredrickson was warned that the Director of the NIH did not possess the necessary 

authority to issue any 'rules' whatsoever. At most, the Director could issue notices of 

proposed rules. 37  This meant that if the NIH were to remain the lead agency regarding 

the development of oversight for rDNA research, any controls that were developed 

would, strictly speaking, be non-binding. Secondly, Fredrickson's argument (noted 

above) concerning the NIH's economic clout and its ability to enforce compliance 

among NIH funded institutions was only a partial solution to this problem. This was 

because the NIH lacked the ability to enforce any rules amongst non-NIH funded 

researchers or institutions. The inability of the NIH to force compliance with its 

Guidelines amongst non-NIH funded researchers pointed to another potential difficulty 

with the proposed NIH Guidelines: to whom would they apply? 

Fredrickson stated that he believed that in order to prevent legislative interference it was 

necessary that the guidelines be as widely accepted as possible. 38  As noted, ensuring 

compliance amongst NIH-funded researchers was not difficult. However, as researchers 

34  Donald S Fredrickson, The first twenty-five years after Asilomar' (2001) 44(2) Perspectives in 
Biology and Medicine 170, 172. 

35  Ibid. 
36  Ibid. 
37  Ibid, 174. 
38  Donald Frederickson quoted in Susan Wright, Molecular Politics: Developing American and British 

Regulatog Polig for Genetic Engineering, 1972-1982 (1994) 185. 
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not receiving NIH funding (for example researchers working for private industry and 

other US federal agencies) would be beyond the purview of the NIH Guidelines, they 

would need to be convinced that compliance was in their best interests. 39  As is discussed 

below, Fredrickson met with mixed success in this endeavour. 

(b) Addressing the Scope of the Application of the Guidelines 

Securing the cooperation of other federal agencies with the NIH Guidelines was not 

difficult. The newly established Federal Interagency Committee on Recombinant DNA 

Research (FTC) was able to gain acceptance of the NIH Guidelines amongst all relevant 

federal departments and agencies by the end of its first meeting. 40  As a result, control was 

extended via the NIH Guidelines to all federally funded rDNA research, not just that 

which was funded by the NIH. 

Private industry, on the other hand, was less willing to accept the proposed NIH 

Guidelines as binding upon their research activities and remained resolute that voluntary 

acceptance of the NIH Guidelines was sufficient. 41  As Krimsky points out, the threat of 

legislative intervention acted as a strong incentive for voluntary compliance42  and thus, 

from an industry perspective, obviated the need for legislative controls. The NIH 

Guidelines initially prohibited commercial-scale application of rDNA techniques. 

However, industry was successful in their bid to remain outside the ambit of any formal 

rDNA controls (at least for the time-being-43) and even though the NIH Guidelines were 

largely implemented by private industry on a voluntary basis, many companies refused to 

comply with the prohibition on commercial-scale experimentation.44  In recognition of 

39  Susan Wright, Molecular Politics: Developing American and British Regulatory Polig for Genetic 
Engineering, 1972-1982 (1994) 187. 

40  The NIT-I's success in gaining such rapid acceptance among government departments and 
agencies was aided by a letter to sent to President Ford (drafted by Fredrickson) from the 
Secretary of DHEW. See Donald S Fredrickson, The first twenty-five years after Asilomar' 
(2001) 44(2) Perspectives in Biology and Medicine 170, 174. See also Mary Ellen Jones, Politically 
Corrected Science: The Early Negotiation of U.S. Agricultural Biotechnology Polio ,  (D Phil Thesis, 
Virginia Polytechnic Institute and State University, 1999) 151-152. 

41 Susan Wright, Molecular Politics: Developing American and British Regulatory Polig for Genetic 
Engineering, 1972-1982 (1994) 187-190. 

42  Sheldon Krimsky and Ruth Hubbard, 'The Business of Research' (1995) 25 The Hastings Center 
Report 41, 41. 

43  Eventually, as rDNA research expanded beyond bio-medical applications to include research 
into areas such as animals, food and agricultural, private rDNA (and other biotechnological) 
research was captured by the existing regulations of relevant government agencies. See 
Coordinated Framework below at p 61. 

" Thomas 0 McGarity and Karl 0 Bayer, 'Federal Regulation of Emerging Genetic 
Technologies' (1983) 36 Vanderbilt Law Review 461, 502-503. 
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this gap in the Guidelines, the NIH promulgated the 'Physical Containment 

Recommendations for Large-Scale Uses of Organisms Containing Recombinant DNA 

Molecules' 45  in 1980. Like the original NIH Guidelines however, these 

Recommendations were not binding upon industry and relied solely upon voluntary 

compliance. 

The non-application of the NIH Guidelines in any formal sense to private industry was 

not simply a function of the inability of the NIH to engage in formal rule-making. 

Rather, this outcome was facilitated by a critical alignment of interests amongst scientists, 

key administrators and industry that was instrumental in shaping the character of US 

regulation of rDNA research. In explaining the role that science plays within pluralist 

market-oriented systems such as that of the US, Solingen argues that the 'executive and 

legislative outputs affecting scientific activities are highly permeable to political, 

economic, and professional influences from below'. 46  This is because science in such 

systems can readily be used as an instrument of persuasion to rally support for or against 

a particular agenda. According to Solingen, relations between scientists and the state in 

pluralist systems are characterised by a 'happy convergence' which assumes a 'high 

degree of consensus between state structures and scientists...' 47  Further, Fleising and 

Smart argue (in relation to the production orientated focus of early developments in 

biotechnology) that 'as key participants in industrial organizations and the regulatory 

bureaucracy, scientists were effectively absorbed into the business world.' 48  The early 

outcomes in the development of regulatory control of rDNA in the US can be explained 

in this context generally, and more specifically, in its non-application to industry: there 

was, amongst a majority of relevant members of the scientific community, a high degree 

of self-interest. 49  Scientists in the field of molecular biology came to control, to a large 

degree, the policy formation process; not only did they exert influence professionally, but 

also politically as participants in the regulatory bureaucracy (for example through the 

45 (1980) 45 Federal Register 24968. 
46 Etel Solingen, 'Between Markets and the State: Scientists in Comparative Perspective' (1993) 

26(1) Comparative Politics 31, 36. 
47 Ibid, 43. 
48 Usher Fleising and Alan Smart, The Development of Property Rights in Biotechnology' 

(1993) 17 Culture, Medicine and Pgchiatg 43, 49. 
49 In regard to the degree of self-interest in regulating research in the field, one dissenting 

scientist lamented that allowing the policy process to be dominated by scientists, `... was 
probably the first time in history that the incendiaries formed their own fire brigade.' Erwin 
Chargaff quoted in Susan Wright, Molecular Politics: Developing American and British Regulatog 
Polig for Genetic Engineering, 1972-1982 (1994) 183. 
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NIH) and economically through association with industry. 50  This influence percolated 

through the regulatory strata and ultimately affected the course and outcome of the 

debate over appropriate controls by serving to align the interests of relevant stakeholders. 

Science was mobilised to reflect these interests, and the owing to the permeability of 

'executive and legislative outputs' in pluralist systems, was able to effectively control the 

regulatory agenda. The non-binding application of the Guidelines to industry can be 

understood in this light. There was simply insufficient will, not only amongst industry, 

but also amongst scientists and regulators, who, in some instances, were one and the 

same. 

However, as the science developed, this issue — the appropriate nature of regulation — 

would be re-visited in various forums. Federally, it was not until particular regulatory 

structures were put in place in the mid-1980s that debate over the appropriate form of 

regulation largely subsided. At the municipal level however, several city councils 

remained unconvinced of the adequacy of federal rules and, as is discussed below, 

implemented their own local controls over rDNA research much to the consternation of 

industry and the NIH alike. Ironically, the stimulus for the development of local controls 

over rDNA research was provided by the NIH itself. 

(c) 	The Environmental Impact Statement and the Development of Local Controls 

In its desire to evade federal interference through legislation, the NIH rendered another 

potential avenue for public participation in the policy process ineffectual. The National 

Environmental Polig Act of 196951  (NEPA) requires all US federal agencies to prepare an 

environmental impact statement (EIS) in certain circumstances. 52  This is intended to 

facilitate the provision of information about the proposal to both government policy 

makers and the public alike so that concerns may be raised prior to approval. 53  

50 For example, Krimsky notes that several members of the original RAC had financial interests 
in biotechnology companies. See Sheldon Krimsky, Science in the Private Interest (2003) 91-92. 

51 42 USC 55 4321-4347 (1970). Section 102(2)(c) requires US federal agencies 'include in every 
recommendation or report on proposals for legislation and other major Federal actions 
significantly affecting the quality of the human environment, a detailed statement... on, 

• the environmental impact of the proposed action, 
• any adverse environmental effects which cannot be avoided should the proposal be 

implemented. ...' 
52 National Environmental Protection Ad of 1969 (NEPA) 5 102(2)(C). 
53  Foundation on Economic Trends v Bowen, 722 F Supp 787 (DDC 1989). 
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A draft EIS was issued for the NIH Guidelines by the NIH in September 1976 54  — more 

than two months after the release of the Guidelines. However, it wasn't until October 

1977, more than a year after the Guidelines were issued, that the NIH adopted the final 

EIS. 

Fredrickson stated that the filing of an EIS would 'provide opportunity for the scientific 

community, Federal, State and local agencies and the general public to address the 

potential benefits and hazards of this research area.' 55  This was in keeping with the 

purpose behind requiring an EIS. However, by failing to provide an EIS prior to the 

publication of the Guidelines in the Federal Register it would appear that this opportunity 

was lost. It is fairly clear-cut that in order for NEPA to be effective in this regard, public 

comment must be made on draft EIS proposals before a formal proposal is made — not 

after — so that the final proposal may take into account the views of the public. 56  Yet 

Fredrickson and the NIH were not prepared to delay the release of the NIH Guidelines 

in order to prepare an EIS. This was so even though Fredrickson was aware that this 

could lead to charges of violating NEPA. 57  This, at the very least, reinforces the view that 

Fredrickson and the NIH believed that some form of public participation was desirable 

insofar as it facilitated, rather than hindered, the development of rDNA research. 

However, it also seems to indicate that the content of public feedback was not 

considered particularly important, as it was to play almost no part in the actual 

development of NIH Guidelines. In this respect, the EIS could sceptically be viewed as 

tokenistic, creating the perception of public discourse but not the practice of public 

involvement. Furthermore, it demonstrates a disregard for processes that were to 

designed to protect the environment and human health by providing a check on 

significant governmental activities. 

In justifying the delay in issuing an EIS for the NIH Guidelines, Fredrickson lamented 

that '[t]he tortoise-like march from draft to final EIS could take years. But delaying the 

54 United States Department of Health, Education, and Welfare, 'Recombinant DNA Research 
Guidelines: Draft Environmental Impact Statement' (9 September 1976) 41(176) Federal 
Register 38426-38483. 

55 National Institutes of Health, `NIH Guidelines for Research Involving Recombinant DNA 
Molecules' (1976) 41 Federal Register 27902, 27902. 

56 Susan M Chalker and Robert S Catz, 'A Case Analysis of NEPA Implementation: NIH and 
DNA Recombinant Research' (1978) 1978 Duke Law Journal 57, 92. 

57 Donald S Fredrickson, 'A History of the Recombinant DNA Guidelines in the United States' 
in Joan Morgan and W J Whelan (eds), Recombinant DNA and genetic expenMentation: proceedings of 
a Conference on Recombinant DNA (Cogene) (1979) 153-154. 
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issuance of the Guidelines pending completion of the EIS process was never an 

alternative.' 58  He went on to argue that the agreements reached at Asilomar were 'losing 

their hold on scientists' and that 'dissidents' in various communities were threatening to 

institute local controls on rDNA experimentation if federal controls were not 

forthcoming. However, it appears that Fredrickson was mistaken in his appraisal of the 

need to hasten the release of the NIH Guidelines, for it was not the lack of the timely 

release of the Guidelines that was of concern to 'dissidents' in the various communities 

where rDNA research was taking place. Rather, it was NIH's failure to comply with 

NEPA that created most concern. 59  

The NIH's attitude toward the NEPA's EIS requirement would, in the future, become 

problematic — particularly as genetic research began to show commercial promise and 

move beyond the confines of the laboratory to planned releases of GMOs into the 

environment. 

38  Ibid. 
39  For example, in Cambridge Massachusetts the local city council instituted a moratorium on 

rDNA experimentation the same month that the NIH Guidelines were promulgated. See 
'Research Controversy in Cambridge, Ma.' (1976) (17) Newsletter on Science, Technology, and 
Human Values 4-6; See also Susan Wright, Molecular Politics: Developing American and British 
Regulatog Polig for Genetic Engineering, 1972-1982 (1994) 190. The moratorium was sparked by 
the controversy that ensued when it was revealed that administrators at Harvard University 
were considering upgrading one of its biological laboratories to conform to the NIH 
Guidelines in order to conduct rDNA research. Several months later, the council voted to 
extend the moratorium for an additional three months citing the lack of an EIS from the NIH 
as one of the main reasons: See Crimson staff and Anthony Y Strike, 'Council Extends DNA 
Experiment Ban; Wald, Meselson Debate Gene Research' The Harvard Crimson (Cambridge, 
Massachusetts) 30 September 1976. Frederickson's haste to release the NIH Guidelines and 
impatience with the EIS process had helped to precipitate the very situation that he seeking to 
avoid: the imposition of controls on genetic research other than those of the NIH. The 
Cambridge moratorium was eventually lifted and a city ordinance regulating rDNA research 
was passed. By requiring all institutions undertaking such research first obtain a licence, the 
ordinance captured within its ambit that which the federal Guidelines did not — rDNA 
research conducted by private industry. The significance of the Cambridge moratorium and 
subsequent city ordinance (which remains in place at the time of writing) was explained by the 
Office of Technology Assessment (based upon the work of Sheldon Krimsky, a former 
member of the RAC) as follows, `[th]e NIH has been the de facto regulator of federally funded 
rDNA research. Scientists, however, have had an influential role in the establishment and 
implementation of the guidelines. Through the NIH structure, the molecular geneticists have 
had what has been ostensibly a self-governing apparatus somewhat analogous to a peer review 
process. The Cambridge debate threatened this tradition of self-governance which began at 
Asilomar and evolved into the formation of the Recombinant DNA Advisory Committee. 
The City also challenged the idea of uniform safety standards for experiments in molecular 
genetics' United States Congress, Office of Technology Assessment, The Regulatog Environment 
for Science: A Technical Memorandum (1986) 113. 
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3 	Conclusion 

Several factors contributed to the fact that the first US federal foray into the oversight of 

rDNA research was in the form of guidelines rather than regulations. First, and perhaps 

most significantly, there was an inherent dislike of 'formal regulations' amongst key 

members of the scientific community who had gathered at Asilomar, and amongst key 

administrators at the NIH. 60  Asilomar served to create and reinforce scientific consensus 

that self-regulation was the preferable approach to controlling genetic research. Although 

some form of regulation was thought necessary, legislation was to be avoided as it was 

viewed as overly restrictive and cumbersome due to need of approval 'by the 

bureaucratic chain of command'. 61  As is discussed below (see pp 31-34), the consensus of 

the majority of the research community over the preferred approach to regulation of 

rDNA research eventually won over government administrators despite numerous 

attempts to pass specific legislative controls for rDNA research. 

Secondly, risk management, which was understood as to be best addressed through 

specific containment guidelines, was believed necessary by the majority of scientists 

insofar as it allowed research to continue after the initial moratorium had been lifted. 

Concomitantly, it was crucial that any guidelines concerning rDNA research should be 

sufficiently flexible to allow development of the technology to progress with minimal 

interference. That is, some form of intervention was seen as necessary to assure the 

public that risks were being properly managed. However, it was eminently preferable to a 

majority of the scientific community and relevant government administrators that the 

eventual form that this oversight took allowed for a high degree of self-governance. 

Thirdly, even at this early stage in the development of the rDNA research, some US 

researchers were concerned about international 'competitors' in what they perceived as a 

race to develop this technology. 62  The desire to remain at the forefront of molecular 

biological research meant that overly restrictive or burdensome legislation would need to 

be avoided. 

60  Donald S Fredrickson, 'The first twenty-five years after Asilomar' (2001) 44(2) Perspectives in 
Biology and Medicine 170, 173. 

61 Ibid. 
62 Susan Wright, Molecular Politics: Developing American and British Regulatory Polig for Genetic 

Engineering, 1972-1982 (1994) 115. 
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The unprecedented step taken by molecular biologists to alert not only regulators but the 

public as well as to the lack of knowledge concerning dangers of rDNA research was a 

remarkable initiative. However, the eventual alignment of interests amongst scientists 

and regulators led to the acceptance of guidelines rather than specific legislation, which, 

as will be shown below, has been problematic. At a basic level, this approach has at its 

heart a fundamental conflict of interest (see below at p 57). As Wright points out: 'Mlle 

essential flaw in decision making relating to gene transplants, it would seem, has been 

that institutions and government agencies that have a clear interest in promoting research 

have also controlled the process of formulating policy and drafting regulations.'63  

Nevertheless, the research community's resolve to remain free from the constraints of 

binding legislation was to come under significant challenge over the next few years. 

The Struggle over Appropriate Controls for GIVIOs 

1 	Introduction 

The next phase in the development of regulatory controls for genetic research in the US 

was characterised by persistent attempts to assert various forms of legislative control 

over the technology. Advances in the development of rDNA research led to attempts to 

conduct field trials outside of the contained laboratory settings that had seemed so vital 

only a few years prior. The rapid development of the technology was stimulated by the 

move towards the development of commercial applications for biotechnology. However, 

the regulatory structures in place at the time were inadequate to deal with the issues 

raised by these developments. Hence, a struggle over the appropriate form of regulation 

of the next phase in the rDNA story, the deliberate release of GMOs into the 

environment, ensued. The divisions in this conflict were by now familiar; on the one 

hand were those asserting that the technology was safe and posed little danger and 

accordingly backed the use of existing regulations, and on the other were those 

advocating a more cautious approach, which, it was argued, was all the more vital in light 

of the unknown potential effects of the deliberate release of GMOs. Proponents of this 

approach initially sought the enactment of specific legislation, but later supported the use 

of existing statutes administered by the Environmental Protection Authority (EPA). 

63  Susan Wright, 'Setting Science Policy' (1978) 20(4) Environment 6, 14. 
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As the NIH Guidelines were relaxed to accommodate deliberate release experiments, 

arguments over the appropriate form of regulation progressed from debate to litigation. 

One of the early approvals granted by the NIH for the conduct of rDNA experiments 

outside of contained laboratory settings was challenged in the courts by a public interest 

group in the Ice Minus case. 64  However, despite the admonishing tone of the court's 

initial decision toward the conduct of the NIH in granting the approvals, and the 

cautionary nature of a House Committee report on the subject of regulatory controls for 

rDNA, the Reagan Administration was not predisposed toward enacting any specific 

controls for biotechnology. Rather, active opposition to the development of such 

controls eventually led to the exclusive use of existing statutes for the regulation of 

biotechnology in the US. 

2 	Attempting to Introduce Legislative Controls for rDNA Research 

By late 1978, all congressional attempts to initiate legislative controls over rDNA 

research had failed. Twelve separate bills were introduced into the 95 th  US Congress, 

none of which were passed into law. 65  While some in the scientific community had, at the 

time, conceded that some form of legislative intervention was inevitable given that the 

NIH Guidelines did not capture all rDNA research (i.e. they did not apply to private 

industry) strong opposition to any such legislation remained. Focused lobbying on behalf 

of the biomedical research sector along with support from the NIH and private industry 

proved effective in blocking any legislative proposals.66  

Meanwhile, several reports, which concluded that early concern over the hazards of 

rDNA research were exaggerated, were circulated amongst federal policy makers by the 

scientific lobby67  and in August 1977, substitute legislation to an earlier bill by Senator 

64 See Foundation on Economic Trends v Heckler, 587 F Supp 753 (DDC 1984). 
65 See, Donald S Fredrickson, The Donald S Fredrickson Papers: The Controversy over the 

Regulation of Recombinant DNA Research, 1975-1981 (1998) National Library of Medicine 
<http://profiles.nlm.nih.gov/FF/Views/Exhibit/narrative/rdna.html> at 2 June 2007. 

66 Susan Wright, Molecular Politics: Developing American and British Regulatog Polig for Genetic 
Engineering 1972-1982 (1994) 281; Susan Wright, 'Molecular Biology or Molecular Politics? 
The Production of Scientific Consensus on the Hazards of Recombinant DNA Technology' 
(1986) 16(4) Social Studies of Science 593, 595. 

67 United States Congress Office of Technology Assessment, Impacts of Applied Genetics: Micro 
Organisms, Plants and Animals (1981) 317. 
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Kennedy68  was introduced into the Senate by Senator Gaylord Nelson. Senator Nelson 

claimed that his amended version of the Kennedy bill refected, 

new information and views.., with respect to a number of major 

issues: the nature and the extent of the regulation necessary to 

combat potential risks from DNA research activities; DNA activities 

to be regulated; penalties for compliance; the authority of the Federal 

Government to preempt State and local regulations... '69 

If there was in fact to be any binding legislation on the matter, Nelson's alternations to 

the Kennedy bill were eminently preferable to the majority of the scientific community, 

and lobbyists contacted every Senator in Congress in an effort to gain support for this 

proposed legislation.70  Nelson's alterations to Kennedy's bill forced its eventual 

withdrawal, and Kennedy acknowledged that legislative attempts to control rDNA 

research were likely to fail and proposed that the NIH Guidelines be revised to address 

any regulatory deficiencies. 71  

68 Bill (S 1217) was introduced by Senator Edward Kennedy into the Senate on 1 April 1977. 
Prior to its introduction, the bill contained provisions that concentrated regulatory control of 
rDNA research in the Department of Health Education and Welfare (DHEW) and, as a 
direct result of the Cambridge ordinance, provided for the pre-emption of local and state laws 
that sought to regulate rDNA research. See Rae S Goodell, 'Public Involvement in the DNA 
Controversy: The Case of Cambridge, Massachusetts' (1979) 4(27) Science, Technology, & 
Human Values 36, 41. However, by the time the bill was introduced into Congress, it had been 
amended to allow local and state controls providing that such controls were at least as strict as 
those at the federal level. According to Wright, this (as well as several other alterations) 
assured that the bill would not receive the support of leading researchers who were inclined to 
accept the inevitability of federal legislation. Despite this fracturing of support amongst key 
scientists, after the bill's introduction, Kennedy proceeded to further alter the bill rendering it 
even more unpalatable to the scientific community. The newly amended version bore little 
resemblance to its previous incarnations. This significantly tougher version of the bill 
provided for the establishment of an eleven-member commission (the majority of members 
of which were to be drawn from fields other than the bio-medical sector) to oversee the 
regulation of rDNA research. Moreover, it allowed local or state laws to be enacted providing 
that these were more stringent than any federal laws. The radically altered bill only served to 
further solidify the resolve of those opposed to legislation. See Susan Wright, Molecular Politics: 
Developing American and British Regulatog Polig for Genetic Engineering, 1972-1982 (1994) 263. 

69  Senator Gaylord Nelson, quoted in Donald S Fredrickson, The Recombinant DNA Controversy: 
A Memoir: Science, Politics, and the Public Interest 1974— 1981 (2001) 163. 

70  Association of American Medical Colleges, Council of Academic Societies, (1977) 3(1) Brief 
1,1 

71 United States Congress Office of Technology Assessment, Impacts of Applied Genetics: Micro 
Organisms, Plants and Animals (1981) 317. 
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3 	The Failure of Legislative Attempts 

The failure to pass any laws through Congress is instructive of the difficulties faced by 

those who were attempting to institute legislative controls over this area of scientific 

research. The emphasis placed on 'new evidence' that was said to point to the safety of 

rDNA research by some scientists was designed to provide an 'escape clause' that 

legislators could use to justify reversing their support for legislative controls. 72  In what 

became a self-reinforcing cycle, as Senators (like Kennedy) capitulated 73  using the 'escape 

clause' as justification, the emerging scientific consensus about the safety of rDNA 

research was further reinforced. 

While the emerging consensus 74  that the hazards of rDNA research were negligible was 

contentious,75  this did not impede the technology's development as the interests of 

scientists and regulators aligned. This process of consensus building was further aided by 

the marginalisation of scientists who voiced concern over rDNA research76  and the 

competitive pressures that began to arise as commercialisation of the technology became 

a viable prospect.77  Further, adding to these difficulties in initiating legislative controls 

72 See Barbara J Culliton, 'Recombinant DNA Bills Derailed: Congress Still Trying to Pass a 
Law' (1978) 199 Science 274, 275; Donald S Fredrickson, The Recombinant DNA Controverg: A 
Memoir: Science, Politics, and the Public Interest 1974 — 1981 (2001) 165-166; Susan Wright, 
Molecular Politics: Developing American and British Regulatog Polig for Genetic Engineering, 1972-1982 
(1994) 270. 

73 According to Culliton, Kennedy had been meeting with scientists who repeatedly told him 
that he was overreacting to the issue. See Barbara J Culliton, 'Recombinant DNA Bills 
Derailed: Congress Still Trying to Pass a Law' (1978) 199 Science 274, 277. See also Rae 
Goodell, 'How to Kill a Controversy: The Case of Recombinant DNA' in Sharon M 
Friedman, Sharon Dunwoody and Carol L Rogers (eds), Scientists and Journalists: Reporting Science 
as News (1986) 170, 174. 

74 The 'new evidence' which formed the basis of this consensus was drawn from the 
conclusions of a series of meetings held at Bethesda, MD, (1976), Falmouth, MA (1977), and 
Ascot, England (1978). See generally Susan Wright, 'Molecular Biology or Molecular Politics? 
The Production of Scientific Consensus on the Hazards of Recombinant DNA Technology' 
(1986) 16(4) Social Studies of Science 593. 

75 Mary Ellen Jones, Politically Corrected Science: The Early Negotiation of U.S. Agricultural Biotechnology 
Polig (D Phil Thesis, Virginia Polytechnic Institute and State University, 1999) 56. For 
discussion of the lack of genuine precaution in the development of rDNA oversight see 
Stuart A. Newman, The Scientific Selling or rDNA' (1982) 24(6) Environment 21. 

76  Mary Ellen Jones, Politically Corrected Science: The Early Negotiation of U.S. Agricultural Biotechnology 
Polig p Phil Thesis, Virginia Polytechnic Institute and State University, 1999) 59. 

77 See for example Robert Budd who states that 'Nil the face of increasing enthusiasm for the 
economic potential of biotechnology, however, the pressure for legislation vanished.' Robert 
Budd, 'In the engine of industry: regulators of biotechnology, 1970-86' in Martin Bauer (ed), 
Resistance to New Technology (1995) 293, 303. 
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was the vocal opposition on behalf of some scientists 'vigorously opposed to the 

insidious control of scientific inquiry by these punitive means.' 78  

The deference given to the views of such scientists was a reflection of the 'American 

approach to administration', 70  which accorded preferential status to the ostensibly 

detached manner of the value-neutral rationalisation of 'scientific experts'. This was 

coupled with a belief in scientific exceptionalism, which holds that scientists should be 

'mostly free from direct regulation and political control.'80  The vocal opposition of the 

powerful scientific lobby imbued with technical expertise was all the more compelling to 

regulators who were grappling with the difficult issues raised by genetic research, for 

example, the appropriate role of precaution in regulation where risks are unknown or 

unquantifiable. Consequently, the anti-legislation lobby was able to apply sufficient 

pressure to convince regulators that legislative controls should not be implemented, or 

that if they were, that they should be narrow in scope and informed by the scientific 

community rather than the public or other non-experts. 

4 	Revising the Guidelines: Keeping up with Rapidly Developing Technology or Allowing 

Technology to Rapidly Develop? 

The election of the Republicans led by Ronald Reagan in 1980, marked the end of 

attempts to introduce specific legislation for rDNA research for the next few years. 

According to Jones, '[w]hen Ronald Reagan was elected president in 1980, it became 

obvious that the new administration would not tolerate any additional laws or regulations 

that would hinder technology development, especially in the private sector.'81  Rather than 

enact specific legislation for the oversight of biotechnology, the US eventually opted to 

use existing laws administered by relevant government agencies to regulate both public 

and private sector research in biotechnology. This approach, which became known as the 

Coordinated Framework, was not, however, a foregone conclusion once the drive for 

specific legislation had largely subsided. As advances were made in genetic research in the 

78 Harlyn Halvorson quoted in Susan Wright, Molecular Politics: Developing American and British 
Regulatog Polig for Genetic Engineering, 1972-1982 (1994) 261. 

79 Norman L Rave, Jr, 'Interagency Conflict and Administrative Accountability: Regulating the 
Release of Recombinant Organisms' (1989) 77 Georgetown Law Journal1787 , 1792. 

80 Dominique Brossard and Matthew C Nisbit, 'Deference to Scientific Authority Among a 
Low Education Public: Understanding US Opinion on Agricultural Biotechnology' (2006) 
19(1) International Journal of Pubic Opinion Research 24, 29. 

81 Mary Ellen Jones, Politically Corrected Science: The Earb ,  Negotiation of U.S. Agricultural Biotechnology 
Polig (D Phil Thesis, Virginia Polytechnic Institute and State University, 1999) 104. 
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late 1970s, it became apparent that the NIH Guidelines were insufficient. This led to the 

eventual revision of the Guidelines. In turn, these revisions precipitated litigation over 

approvals given by the NIH for the release of GMOs into the environment. These 

events, which are discussed in more detail below, acted as a catalyst for the development 

of the Coordinated Framework. 

(a) Towards Deliberate Releases 

The consensus that developed concerning the safety of rDNA research, which had 

played a crucial role in shaping the outcome of Congressional efforts to legislate, was also 

instrumental in the NIH's decision to revise the Guidelines in 1978. 82  Major revisions to 

the NIH Guidelines were also effected on several occasions during the 1980s to keep 

pace with scientific developments in the field and to allow US researchers to retain a 

competitive advantage. The consequence of these revisions however, was the eventual 

diminishment of the centrality of the role played by the NIH in regulating rDNA 

research. According to Senator Al Gore, 

The RAC guidelines were intended to monitor biotechnology 

research until more was known about the safety of the organisms 

produced through genetic engineering. But, over the years, the RAC 

guidelines were relaxed to allow scientists to take the next step, even 

when there was little, if any, systematic evaluation of the safety of the 

last step. Now the RAC Committee has virtually relaxed itself out of 

a job.. 83 

However, it was not simply the relaxation of the NIH Guidelines, but also the increasing 

commercialisation of the technology outside of the laboratory that led to the diminution 

of the RAC's role as biotechnology increasingly became seen as subject matter over 

which the NIH did not possess the necessary expertise. 84  The realisation of commercial 

82 See 'Guidelines for Research Involving Recombinant DNA Molecules' (1978) 43 Federal 
Register 60, 108-60, 123; The main thrust of the revisions was to allow the relaxing of the 
containment requirements and to provide an approval process for the deliberate release of 
rDNA molecules into the environment. See for example, Commission on Life Sciences, Field 
Testing Genetically Modified Organisms: Framework for Decisions (1989) 134. 

83 Senator Al Gore, 'Planning A New Biotechnology Policy' (1991) 5 Harvard Journal of Law & 
Technology 19, 20. 

84 For example, plant and animal experiments were reaching a point which required research to 
be conducted in settings other than in the laboratory. See Mary Ellen Jones, Politically Corrected 
Science: The Early Negotiation of U.S. Agricultural Biotechnology Polig (D Phil Thesis, Virginia 
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benefits derived from rDNA research, particularly in the field of agriculture,85  required 

that experimentation occur outside of laboratory settings — something that was forbidden 

under the NIH Guidelines. 86  The development of the science therefore necessitated 

relaxation of the Guidelines to allow for the deliberate environmental release of rDNA 

molecules. This was easily achieved as the original NIH Guidelines had been drafted with 

a view to making such revisions, and in July 1978, the Director of NIH published a 

proposal in the Federal Register to that effect.87  

Foremost amongst the proposed changes to the NIH Guidelines was the granting of 

authority to the Director of the NIH to allow, on a case-by-case basis, exceptions to the 

prohibition on conducting rDNA experimentation in the environment — that is, outside 

of the containment facilities and procedures that had been considered crucial just two 

years prior. Exceptions for such experiments were to be granted on the advice of the 

RAC and only when sufficient weight had been given to 'both the scientific and societal 

benefits and to potential risks.'88  This was seen as a solution to the problem facing the 

development of agricultural biotechnology: in order for the risks involved in deliberate 

release experiments to be gauged with any certainty, it was necessary to actually allow 

deliberate releases to occur. In other words, to paraphrase Senator Gore, it was necessary 

to allow the next step to be taken 'without knowing the risks involved'. 89  

In the final version of the revised NIH Guidelines%) (released in December 1978), the 

power of the Director to grant exceptions for environmental releases of rDNA 

molecules remained in place despite concern from the agricultural community about the 

lack of definitive standards regarding the criteria under which the Director would grant 

Polytechnic Institute and State University, 1999) 87. The 1978 revisions to the Guidelines 
were an acknowledgement that this process of diversification of research would require a re-
examination of the appropriate roles of the NIH and other federal agencies and departments 
in regulating rDNA research. 

85 Scientists had met in April of 1977, to discuss the appropriateness of the NIH Guidelines to 
the conduct of agricultural biotechnology research. See Mary Ellen Jones, Politically Corrected 
Science: The Early Negotiation of U.S. Agricultural Biotechnology Poll (D Phil Thesis, Virginia 
Polytechnic Institute and State University, 1999) 86-87. 

86 National Institutes of Health, `NIH Guidelines for Research Involving Recombinant DNA 
Molecules' (1976) 41 Federal Register 27902, 27915. 

87 National Institutes of Health, 'Recombinant DNA Research: Proposed Revised Guidelines' 
(1978) 43(146) Federal Register 33042. 

88 Ibid, 33107. 
89 See Senator Al Gore, 'Planning A New Biotechnology Policy' (1991) 5 Harvard Journal of Law 

Technology 19, 20 quoted above at p 35. 
90 National Institutes of Health, 'Recombinant DNA Research: Revised Guidelines' (1978) 

43(247) Federal Register 60080. 
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these exceptions. 91  The lack of articulated criteria for guiding the Director in decisions to 

allow deliberate releases would later become an issue as public interest groups litigated to 

prevent such releases from occurring. 92  

(b) Additional Changes 

Beyond the relaxation of the containment requirements of the original NIH Guidelines, 

two other noteworthy developments took place with the 1978 revisions to the 

Guidelines. The first was a requirement that 20 percent of sitting RAC members be 

drawn from professions outside of pure science such as 'law, public policy, ethics, the 

environment and public health.' 93  The second 94 was the recognition that federal agencies 

other than the NIH would have to play a greater role in the regulation of rDNA 

research. Such involvement was required not only to exert some form of control over 

rDNA research in the private sector 95  (where, as noted above at p 25, compliance had 

been tenuously established through voluntary adherence to the NIH Guidelines) but to 

also deal with matters such as planned environmental releases of rDNA, something 

which was outside the remit of the NIH. As a result, other federal agencies such as the 

EPA, US Food and Drug Administration (FDA) and US Department of Agriculture 

(USDA) were called upon to fill the regulatory gaps that were opening as the NIH 

became increasingly out of its depth. 

91. Fredrickson simply stated about the matter that he would refer it on to the RAC. See National 
Institutes of Health, 'Recombinant DNA Research: Revised Guidelines' (1978) 43(247) Federal 
Register 60080, 60083. 

92 See Ice Minus and the Rifkin Challenge below at p 38. 
93 The RAC was also expanded from 16 to 20 members. National Institutes of Health, 

'Recombinant DNA Research: Revised Guidelines' (1978) 43(247) Federal Register 60080, 
60081. The expansion of the RAC was essentially a compromise between those who argued 
that the RAC required greater diversity in order to properly address the wider policy issues 
being raised by advances in the technology and those wanting 'accelerated decision-making'. 
Susan Wright, Molecular Politics: Developing American and British Regulatog Polio ,  for Genetic 
Engineering 1972-1982 (1994) 309. 

94 There were other changes made to the NIH Guidelines. For example, the scope of the 
Guidelines was widened to cover all rDNA experiments at institutions that were receiving 
NIH funding regardless of whether a particular rDNA experiment was funded by the NIH. 
The revisions also contained provision for the NIH to evaluate voluntary private industry 
compliance with the NIH Guidelines if so requested. See D L Uchtmann, `StarlinkTm — A 
Case Study of Agricultural Biotechnology Regulation' (2002) 7 Drake Journal of Agricultural Law 
159, 166. 

95 Mary Ellen Jones, Politically Corrected Science: The Early Negotiation of U.S. Agricultural Biotechnology 
Policy (D Phil Thesis, Virginia Polytechnic Institute and State University, 1999) 94-95. 
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5 	Ice Minus and the Rifkin Challenge 

The revised NIH Guidelines allowed the Director of the NIH (on the advice of the 

RAC) to grant exemptions from the Guidelines to allow deliberate release experiments. 

Accordingly, in the early 1980's, several applications were made to the NIH for 

permission to undertake field-testing (i.e. deliberate release experiments) of rDNA plants 

and micro-organisms. Applications for the first two environmental releases 96  were 

approved by the NIH but neither was actually undertaken. However, the next request, 

made in 1982 by Drs. Stephen Lindow and Nikolas Panopoulos of the University of 

California, Berkeley, gained a certain amount of notoriety. 

Lindow and Panopoulos's experiment involved the deletion of genetic information 

contained in the bacteria, Pseudomonas yringae, which was responsible for the formation of 

ice crystals on plants. Removal of such 'ice nucleating' strains of the bacteria — referred 

to as ice positive — allowed greater resistance to frost damage in target plants. 97  This 

genetically altered variant of the bacteria was referred to as Ice Minus. 

In order to test the viability of the genetically altered bacteria Lindow and Panopoulos, 

who were receiving NIH funding, 98  applied to trial Ice Minus potatoes in California. The 

decision by the NIH to grant the exception for Lindow's experiment 99  was challenged by 

96 The first such application was made by researchers at Stanford University to carry out 
experiments involving genetically modified corn. See Commission on Life Sciences, Field 
Testing Genetically Modified Oiganisms: Framework for Decisions (1989) 136; The second, made by 
researchers at Cornell University, involved field-testing genetically modified tomatoes and 
tobacco. See National Institutes of Health, 'Recombinant DNA Research; Actions Under 
Guidelines' (1983) 48 Federal Register 16459, 16459. 

97 For a detailed account of the Ice Minus experiment see Bernice Zeldin Schacter, Issues and 
Dilemmas of Biotechnology: A Reference Guide (1999) 38-44. 

98 The University of California, as an institution that was receiving NIH funding, was required 
under the 1978 revisions to comply with the NIH Guidelines. Under the revisions, if an 
institution was receiving any funding from the NIH, all experiments at that institution, not 
just those that were directly receiving NIH funding, were required to conform to the 
Guidelines. See National Institutes of Health, 'Recombinant DNA Research: Revised 
Guidelines' (1978) 43(247) Federal Register 60080. 

99 Lindow and Panopoulos, along with a company that had invested in the research, Advanced 
Genetic Sciences (AGS), submitted a request to the NIH in September 1982 to be exempted 
from the prohibition on environmental releases in the Guidelines in order to carry out 
experiments with the Ice Minus strain of bacteria. Initially, approval was deferred by the NIH 
as several RAC committee members raised concerns. However, a revised proposal addressing 
these concerns was duly submitted and approval was granted in June 1983. See National 
Institutes of Health, 'Recombinant DNA Research; Actions Under Guidelines' (1983) 48 
Federal Register 24548, 24549-24550. 
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an organisation headed by Jeremy Rifkin, the Foundation on Economic Trends (FOET), 

which sought an injunction against the experiment. 100  

In Foundation on Economic Trends v Heck/e, 401  FOET claimed that the defendants 102  had 

failed to undertake an EIS or, at minimum, an environmental assessment103  as mandated 

by the National Environmental Polig Act of 1969104  (NEPA). FOET also claimed that the 

NIH had violated NEPA by failing to provide an EIS 105  before the 1978 revisions to the 

Guidelines were promulgated. According to the plaintiffs, this was something which 

should have been required due to the nature of the changes to the Guidelines, namely, 

that the Director was given the power to grant approvals for deliberate environmental 

releases. 106 

100  Foundation on Economic Trends v Heckler, 587 F Supp 753 (DDC 1984). 
101  587 F Supp 753 (DDC 1984). 
102  The defendants included Margaret M Heckler, in her official capacity as Secretary of Health 

and Human Services, James E Wyngaarden, in his official capacity as Director of the National 
Institute of Health, Richard M Krause, in his official capacity as Director, National Institute 
of Allergy and Infectious Diseases, National Institute of Health and the Regents of the 
University of California. 

103  Environmental assessment (EA) is defined in 40 CFR 1508.9 as, 
`(a) ...a concise public document for which a Federal agency is responsible that serves to: 

(1) Briefly provide sufficient evidence and analysis for determining whether to prepare an 
environmental impact statement or a finding of no significant impact. 

(2) Aid an agency's compliance with the Act when no environmental impact statement is 
necessary. 

(3) Facilitate preparation of a statement when one is necessary. 
(b) Shall include brief discussions of the need for the proposal, of alternatives as required by 
section 102(2)(E), of the environmental impacts of the proposed action and alternatives, and a 
listing of agencies and persons consulted.' 

104 42 USC §§ 4321-4347 (1970). FOET argued that in both instances, the defendants had failed 
to satisfy these requirements. An EIS is described in 40 CFR Part 1502, which states that, an 
'EIS shall provide full and fair discussion of significant environmental impacts. ...Statements 
...shall be supported by evidence that the agency has made the necessary environmental 
analyses. An environmental impact statement is more than a disclosure document. It shall be 
used by Federal officials in conjunction with other relevant material to plan actions and make 
decisions.' Cf 'Environmental assessment', see fn 103 above. 

105  42 USC § 4332(2)(C). See fn 51 above for text of section. 
106  While the NIH had conducted an environmental assessment in respect of the 1978 revisions, 

FOET argued that this was insufficient in light of the nature of the changes made by the 
revisions. The plaintiffs also argued that in addition to the failure to provide an EIS in respect 
of these two actions, the NIH should be required to supply a 'programmatic' EIS covering all 
activities in relation to rDNA. Under NEPA, a programmatic EIS is required when 'a 
systematic program is likely to generate disparate yet related impacts.' The difference between 
the two types of EIS is that the objective of the programmatic EIS is to anticipate and 
integrate 'broad issues', whereas a 'site-specific' EIS focuses on more specific issues attendant 
upon the action being contemplated. See Foundation on Economic Trends v Heckler, 756 F.2d 143 
(CADC 1985); Foundation on Economic Trends v Heckler, 587 F Supp 753, 757 (DDC 1984). 
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Sirica DJ opined that although there were two environmental assessments prepared by 

the defendants in respect of the 1978 revisions, 107  one for the proposed changes and one 

for the final version of the revisions, the second was little more than a summary of the 

first. 108  His Honour also agreed with the Plaintiff's contention that a comprehensive 

environmental review of the Guidelines should be required. 109  

In allowing the preliminary injunction,110  Sirica DJ observed that the Director viewed his 

authority to grant exceptions to the NIH Guidelines for deliberate release experiments as 

justified on the basis that the RAC's assesment 111  of any such grant was an adequate 

'standard' of review for authorising the experiment. Accordingly, Sirica DJ concluded 

that, 'the "standard" for granting a waiver can only be described as whatever it takes to 

win the confidence of hopefully, at least a majority of the RAC and the subsequent 

approval of the Director of the NIH.' 112  In other words, the lack of coherently articulated 

standards for reviewing the impact of deliberate release experiments was not an 

impediment to gaining authorisation. In contrast, the Director was adamant that the 

authority to make such a decision was not within the competence of the RAC, and that 

consideration of such matters properly remained with the Director. 113  

107  In relation to the EIS for the original version of the NIH Guidelines (see above at pp 26-28) 
District Judge Sirica pointed out that at that time there was no contemplation of the effect of 
deliberately releasing rDNA molecules into the environment. This, according to Sirica DJ, 
meant that, `[t]he most one can say about the original EIS [in relation to the original 
Guidelines] is that it did not consider the environmental impact of deliberate release 
experimentation at all. A more ominous conclusion one may draw from the silence of the EIS 
is that, as late as 1977, the deliberate release of recombinant material was so potentially 
hazardous as to be beyond prudent consideration.' Foundation on Economic Trends v Heckler, 587 
F Supp 753, 758 (DDC 1984). 

108  Ibid, 761. 
109  Ibid, 764. 
110 Ultimately, Sirica DJ found that an injunction should be granted for the following reasons: (i) 

the Director did not to issue an EIS for the changes that were made to the Guidelines by the 
1978 revisions; (ii) there was no broad, programmatic EIS issued by the NIH when one was 
warranted in light of the fact that it was foreseeable that certain environmental questions 
would need to be addressed as deliberate release requests became more frequent; and (iii) no 
environmental assessment or EIS examining the specific environmental issues raised by the 
approval of the Ice Minus experiment had been compiled. See Foundation on Economic Trends v 
Heckler, 587 F Supp 753, 768-769 (DDC 1984). 

111 Included in this reasoning was that there was sufficient pubic participation in the process of 
granting exemptions due to the fact that notices of requests for exemptions were published in 
the Federal Register thereby permitting public comment. 

112  Foundation on Economic Trends v Heckler, 587 F Supp 753, 760 (DDC 1984). 
113 Ibid, 760. 
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What is perhaps as important as the outcome of the decision itself, is Sirica DJ's obiter 

discussion and apparent disapproval of the approach to regulation of deliberate release 

experiments by the NIH. In particular, his Honour was concerned that 

acknowledgement by the NIH of the potential dangers was not met with an equivalent 

respect for the diligent implementation of the safeguards provided for in NEPA. His 

Honour stressed that the only standards for examining the environmental impacts of 

deliberate release decisions was the RAC review of the request for deliberate release 

itself. There were no independent means or criteria by which to assess whether all the 

relevant environmental concerns had in fact been addressed. Moreover, his Honour 

pointed out that the Director was unwilling to accept any judgement other than his own 

as to the necessity of whether or not a particular release proposal should be accompanied 

by an EIS. According to his Honour, this all amounted to an absence of a 'hard look' by 

the NIH (as required by NEPA) at the environmental impact of the proposed activity. 

(a) Ice Minus Appeal 

On appea1,114  the Court of Appeals for the District of Columbia Circuit upheld the' 

decision of the District Court in part. In relation to Ice Minus experiment itself, the 

Court of Appeals found that the granting of the injunction was warranted, stating that 

they 'emphatically agree with the District Court's conclusion that NIH `ha[d] not yet 

displayed the rigorous attention to environmental concerns demanded by law.' 115  

However, a majority of the Court of Appeals also felt that granting an injunction 

preventing all future approvals on this basis was excessively broad. Significantly though, 

the Court stressed that a failure to take proper consideration of environmental matters in 

relation to the approval of deliberate release experiments in the future would be a proper 

basis for the granting of injunctive relief. The Court of Appeals also acknowledged that 

while the NIH Guidelines had not been significantly altered since the 1978 revisions, the 

role of the NIH had begun to 'change dramatically'. 116  Essentially, the Court recognised 

that it was becoming increasingly difficult for the NIH to maintain adequate supervision 

as rDNA research moved from the 'containment era' to the 'deliberate release era'. 

114  Foundation on Economic Trends v Heckler, 756 F.2d 143 (CADC 1985). 
115  Ibid, 146. 
116  Ibid, 150. 
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(b) 	The Implications of Ice Minus 

The Ice Minus case was a significant event in the development of US controls for the 

deliberate release of GMOs. First, on a practical level, it highlighted the lack of oversight 

in regard to deliberate release decisions and revealed the increasing inability of the RAC 

to effectively vet deliberate release applications in accordance with other federal laws 

such as NEPA. Both the District Court and the Court of Appeals agreed that the lack of 

due attention to the requirements of environmental law on behalf of the NIH was a 

proper basis for granting an injunction. 

According to the Court of Appeals, the importance of fulfilling obligations under NEPA 

was not only to ensure that appropriate regard was given to environmental 

considerations, but was to also communicate to the public that environmental issues had 

indeed been addressed. 117  In explaining this aspect of the decision Jasanoff notes that, 

The decision challenged the RAC's implicit assumption that, in 

assessing the safety of rDNA research, the accountability of 

scientists to other scientists was all that mattered. The law, according 

to Heckler, required a more open and deliberative process that would 

enable the public to judge for itself the quality of the expert's 

reasoning. NEPA, the court held, demanded a different, less 

internalist mode of justification in order to speak to public concerns 

about the environmental risks of commercial biotechnology.118 

Thus the Ice Minus decision was a reminder to the NIH (and other government 

agencies) of the importance of not only paying due regard to environmental laws, but of 

also allowing public participation, particularly when decisions of such potential 

magnitude were being made in a climate of uncertainty. 

Secondly, the case also revealed deeper issues with the manner in which rDNA research 

had thus far been controlled in the US. The problem was not simply that the 

environmental obligations of NEPA were ignored. Rather, the NIH, in granting 

approvals for deliberate release experiments had begun to assume a 'de facto' regulatory 

117  See in particular the concurring opinion of MacKinnon J in ibid, 160. 
118  Sheila Jasanoff, Designs on Nature: Science and Democrag in Europe and the United States (2005) 51. 
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role despite lacking 'enforcement powers or congressionally derived authority'. 119  This 

lack of congressionally derived authority meant that the NIH (and consequently the 

RAC) were operating outside the constraints of any overarching regulatory framework 

other than the NIH Guidelines promulgated by the NIH itself which had not been 

designed to account for deliberate environmental releases. In other words, there were no 

separate specific safeguards or directives in place to address the issues raised by 

deliberate environmental releases of GMOs. This situation was hardly surprising given 

the resistance to, and success in preventing, any formal regulatory controls for rDNA 

research by the NIH during the technology's early development. Ice Minus served to 

highlight this flaw inherent in US supervision of biotechnology research: that that the 

rules governing the conduct of research had been designed primarily by those seeking to 

promote it. While this had not been particularly contentious while experimentation was 

confined to laboratory settings, it was becoming increasingly problematic as advances in 

genetics began to take such research in directions that the NIH was ill equipped to 

manage. The Director of DHEW had acknowledged as much in his appeal 

accompanying the 1978 revisions for help from other federal agencies. 120  The Ice Minus 

case, or more specifically, the lack of compliance with NEPA in granting approvals for 

deliberate release experiments, was in part a result of the NIH's resistance to formal 

regulation and the fact that the NIH was not suited to handle this next phase in the 

development of biotechnology. 

6 	The Next Step: Diversifying Controls 

The Ice Minus case was indicative of the contested and difficult nature of the debate 

over the appropriate form that controls over biotechnology should take in the US. 

However, the courts were not the only venue where deliberations were taking place as 

research moved out of confined laboratories and into the open environment. Debates 

were also being held in various governmental administrative forums. Of these, the Gore 

Hearings in the early 1980s concerning genetic engineering were noteworthy in that they 

119  Sheldon Krimsky, quoted in Mary Ellen Jones, Politically Corrected Science: The Early Negotiation of 
U.S. Agricultural Biotechnology Polig (D Phil Thesis, Virginia Polytechnic Institute and State 
University, 1999) 116. 

120  National Institutes of Health, 'Recombinant DNA Research: Revised Guidelines' (1978) 
43(247) Federal Register 60080. 
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played a significant role in influencing the outcome of domestic US policy by creating an 

impetus for regulatory reform. 

(a) The Gore Subcommittee Hearings 

Prompted by the deliberate release approvals that had been granted by the NIH, the 

Subcommittee on Investigations and Oversight (under the chairmanship of Congressman 

Albert Gore Jr), convened a hearing121  on the Environmental Implications of Genetic 

Engineering122  on 22 June 1983 (shortly after the NIH had granted approval for the Ice 

Minus experiment). One purpose of the hearing was to assess the state of scientific 

knowledge concerning the effects of deliberate releases of genetically modified mirco-

organisms on the environment. Another, according to Rave, was to ostensibly review the 

regulatory structures for biotechnology in place at the time. 123  

Central among the questions addressed by the hearing was whether or not the existing 

US regulatory framework (consisting mainly of the NIH Guidelines and a few other 

applicable laws such as NEPA) was capable of adequately assessing the risks and benefits 

of biotechnology as commercial applications and deliberate releases of rDNA into the 

environment became a reality) 24  According to Sheingate, the Subcommittee was 

concerned that `[a]though the NIH had effectively governed rDNA experiments in the 

laboratory, it was clear that the agency lacked both the capacity and the statutory 

authority to regulate the products of biotechnology.' 125  To this end, one of the main goals 

of the Subcommittee was to gather information that would enable them to assess where 

121 The hearings were held in conjunction with the House Subcommittee on Science, Research, 
and Technology, also of the House Committee on Science and Technology. However, it was 
the Subcommittee on Investigations and Oversight that assumed the lead role and authored 
the final report. 

122  Environmental Implications of Genetic Engineering, Hearings Before the Subcommittee on 
Investigations and Oversight and the Subcommittee on Science, Research and Technology of 
the House Committee on Science and Technology, 98th Congress, 1st Session (1983). 

123  Rave argues that 'a suspicious reading' of the record of the hearings reveals that their real 
purpose may have been to facilitate a change in the lead agency responsible for regulating 
rDNA research from the NIH to the EPA. See Norman L Rave, Jr, 'Interagency Conflict and 
Administrative Accountability: Regulating the Release of Recombinant Organisms' (1989) 77 
Georgetown Law Journal 1787, 1798. 

124 Similarly, the Subcommittee was concerned as to whether existing regulations would be able 
to satisfactorily allow the realisation of any benefits derived from the technology while 
simultaneously minimising the risks. Mary Ellen Jones, Politically Corrected Science: The Early 
Negotiation of U.S. Agricultural Biotechnology Polio ,  (D Phil Thesis, Virginia Polytechnic Institute 
and State University, 1999) 145. 

125  Adam Sheingate, 'Promotion Versus Precaution: The Evolution of Biotechnology Policy in 
the United States' (2006) 36 British Journal of Political Science 243, 247. 
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authority to regulate biotechnology should reside within the federal government. To this 

end, the hearing was addressed by a number of expert panels. 

The first panel was primarily comprised of scientists who were apprehensive about the 

potential negative ecological effects of deliberate releases of GMOs into the 

environment. This, according to Rave, set the tone for the rest of the hearings as one of 

concern over the risks involved in deliberate environmental releases. 126  

The second panel was composed of scientists such as Drs. Steven Endow and Ananda 

Chakrabarty,127  who, it would appear, were more interested in promoting the 

advancement of the technology than in its formal regulation. 128  The discussion between 

the panellists and the Subcommittee focused on the environmental risks of the 

technology and revealed the fundamental differences between the two main strands of 

thought concerning regulation: Dr. Chakrabarty's response to concerns over deliberate 

releases of GMOs was that it was impossible to predict all the risks, and that moreover, 

the burden should be on society to demonstrate the risks before experimentation should 

be halted. 129  This argument, that there was a burden to demonstrate harm (or sufficient 

risk of harm) before an activity should be halted, was central to the development of 

future regulation of biotechnology in the US and importantly, as will be shown in 

Chapter II, contrasts starkly with the approach taken by regulators in the EU. 

The third panel consisted of representatives from the NIH, the EPA and USDA. Prior to 

the hearing, the EPA had begun to address the problems facing the NIH in maintaining 

satisfactory control over deliberate environmental releases of GMOs. At the hearing, the 

EPA took the opportunity to elaborate on the agency's capacity to assume a greater role 

126 Norman L Rave, Jr, 'Interagency Conflict and Administrative Accountability: Regulating the 
Release of Recombinant Organisms' (1989) 77 Georgetown Law Journal 1787, 1796. 

127 Dr. Ananda Chakrabarty had developed a bacterium that was capable of breaking down crude 
oil which he intended to use as an aid for cleaning up oil spills. However, the US Patent 
Office denied him a patent as living things were not patentable. The case was appealed all the 
way to the Supreme Court, where the majority (5-4) held that a live, human-made micro-
organism is patentable under Title 35 USCS 101. See Diamond v Chakrabar0, 447 US 303 
(1980). The decision had wide reaching implications and has been credited with providing a 
stimulus for the development of genetically manipulated micro-organisms: See Commission 
on Life Sciences, Field Testing Genetically Modified Organisms: Framework for Decisions (1989) 137. 

128  Norman L Rave, Jr, 'Interagency Conflict and Administrative Accountability: Regulating the 
Release of Recombinant Organisms' (1989) 77 Georgetown Law Journal 1787, 1796. 

129 Environmental Implications of Genetic Engineering, Hearings Before the Subcommittee on 
Investigations and Oversight and the Subcommittee on Science, Research and Technology of 
the House Committee on Science and Technology, 98th Congress, 1st Session (1983) 101. 
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in the regulation of biotechnology through its regulatory responsibility over insecticidesoo 

and toxic substances. 131  On the other hand, the USDA was somewhat more reluctant to 

enter the regulatory fray being of the view that additional regulation beyond the agency's 

support for the NIH Guidelines was unnecessary. 132  The representative from the NIH 

argued that the current Guidelines were sufficient and that additional regulation would 

run the risk of slowing the progress of this technology. 133  

(b) Gore Subcommittee Recommendations 

Chief among the recommendations made by the Subcommittee in its Final Report, was 

that the NIH should stop evaluating proposals and granting permission for deliberate 

release experiments. The Subcommittee also recommended that: 

• no further releases be permitted until government agencies had developed 

appropriate regulatory guidelines addressing the potential environmental 

effects of deliberate releases; 

• the EPA, using the Toxic Substances Control Act134  (TSCA) as a regulatory 

basis, extend its authority to regulate all deliberate releases not already 

caught by the rules of other government agencies; and 

• that an interagency task force comprised of the EPA, USDA, and the 

NIH be established 135  to evaluate proposals for deliberate releases until 

the EPA promulgated rules for deliberate releases.136 

130  Through the Federal Insecticide, Fungicide and Rodenticide Act,7 USC § 136 et seg. (1972). 
131  Through the Toxic Substances Control Act, 15 USC §§ 2601 et seg. (1976) (TSCA). 
132  Environmental Implications of Genetic Engineering, Hearings Before the Subcommittee on 

Investigations and Oversight and the Subcommittee on Science, Research and Technology of 
the House Committee on Science and Technology, 98th Congress, 1st Session (1983) 137- 
146. 

133  Ibid, 155 (see remarks of Dr. Talbot); Norman L Rave, Jr, 'Interagency Conflict and 
Administrative Accountability: Regulating the Release of Recombinant Organisms' (1989) 77 
Georgetown Law Journal 1787, 1797- 1799. 

134  15 USC §§ 2601 et seq. (1976). 
133  Jones notes that there was already a task force in existence that could have served this 

purpose: the Federal Interagency Committee on Recombinant DNA Research (FTC) (see 
above at p 24 and fn 40 — Jones refers to this Committee as the IAC). However, this Task 
Force had not been used since the election of the Reagan administration. See Mary Ellen 
Jones, Politically Corrected Science: The Early Negotiation of U.S. Agricultural Biotechnology Polig (D 
Phil Thesis, Virginia Polytechnic Institute and State University, 1999) 151-152. 

136  For a summary of the recommendations contained in the Report see, Notices, Department of 
Health and Human Services, 'Request for Public Comment on the Recommendations 
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Despite the fact that the Report did not call for any specific legislation, its emphasis on 

the EPA's increased role and authority regarding rDNA releases did not sit well with 

other federal agencies and departments. A highly critical letter of the Report, authored by 

a member of the RAC, was widely circulated amongst federal agencies. The letter drew 

support from the NIH, USDA, FDA — all agencies that that preferred, along with the 

Reagan administration, minimal oversight of biotechnology. 137  

The divisions amongst attendees at the Gore Subcommittee hearing, between those 

advocating tighter controls for biotechnology and those arguing that such controls were 

unnecessary, were reflective of the divisions amongst the wider scientific community and 

amongst policy makers. Interestingly, these divisions were paralleled in Europe during 

the formation of European controls for biotechnology. However, as is discussed in 

Chapter II, the outcome of the struggle between and within these two factions in Europe 

differed significantly than in the US. 

7 	Conclusion 

The rapid development of genetic research in the late 1970s saw it quickly outgrow the 

NIH Guidelines which had been promulgated in 1976. The resultant struggle over the 

appropriate form that regulation should take saw the introduction of legislation into the 

US Congress specifically aimed at rDNA research. However, this legislation never 

progressed beyond the committee phase as once again a loose coalition of those 

opposing such controls was able to thwart any legislative attempts at regulating this 

research. Yet the issue of how best to control rapidly expanding research in 

biotechnology remained. The revision of the NIH Guidelines to allow the Director of 

the NIH to grant exceptions to allow deliberate release rDNA experiments to be 

conducted proved to be an inadequate response. A more comprehensive solution was 

required. 

In this regard, the Gore hearing marked the beginning of the next phase in the struggle 

over regulatory controls for biotechnology in the US. While the fight over the 

appropriate form of controls for rDNA research during the 'containment era' was, for 

Offered in the Report "The Environmental Implications of Genetic Engineering" (1984) 49 
Federal Register 17682, 17682. 

137  See Mary Ellen Jones, Politically Corrected Science: The Early Negotiation of U.S. Agricultural 
Biotechnology Polig (D Phil Thesis, Virginia Polytechnic Institute and State University, 1999) 
156. 
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the most part, won by those advocating minimum governmental interference and 

oversight, the beginning of the 'release era' reignited the debate. It was clear that the 

NIH was not well placed, nor the NIH Guidelines particularly suited, to adequately 

control this next phase in the development of biotechnology. Yet strong opposition 

remained to the idea that more stringent controls were needed to address the 

environmental issues posed by the deliberate release of genetically engineered organisms 

into the environment. 

In particular, the Regan administration was 'openly hostile to government regulation and 

eager to promote the biotech sector. '138  which meant that there would be considerable 

Executive opposition to any legislative or other proposal that was aimed specifically at 

regulating biotechnology that was more precautionary in nature. Indeed, according to a 

former White House staff member, the Regan Administration was concerned that to 

allow the EPA, which had adopted a precautionary stance, to regulate rDNA could lead 

to the industry being stifled in its infancy. 139  

Despite the prevailing tone during the Gore hearing being one of precaution, the 

influence of the Regan Administration and its allies in the FDA and USDA resulted, 

eventually, in a regulatory framework that limited the role of the EPA and relied entirely 

upon the use of existing statutes to regulate biotechnology. As is discussed below, no 

new laws were passed to specifically regulate the development of biotechnology in the 

US at the federal level. Instead, a complex of existing statutes administered by several 

government agencies and departments were employed to cover most aspects of 

deliberate releases and products of biotechnology. That these statutes were not intended 

to govern biotechnology meant that creative interpretations of existing provisions were 

required in order to extend their application to biotechnology. However, this was 

consistent with the Regan administration's desire that no new rules be enacted 

concerning rDNA. 140  

138  Adam Sheingate, 'Promotion Versus Precaution: The Evolution of Biotechnology Policy in 
the United States' (2006) 36 British Journal of Political Science 243, 248. 

139  John Cohrssen quoted in Mary Ellen Jones, Politically Corrected Science: The Early Negotiation of 
U.S. Agricultural Biotechnology Polig (D Phil Thesis, Virginia Polytechnic Institute and State 
University, 1999) 168. 

140  See Noah Zerbe, 'Risking Regulation, Regulating Risk: Lessons from the Transatlantic 
Biotech Dispute' (2007) 24(5) Review of Policy Research 407, 410; Mary Ellen Jones, Politically 
Corrected Science: The Early Negotiation of U.S. Agricultural Biotechnology Polig (D Phil Thesis, 
Virginia Polytechnic Institute and State University, 1999) 217. 
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The Next Phase: The Coordinated Framework 

1 	Introduction 

As noted in Part B above, the Gore Report, and its recommendation that the EPA 

assume a greater role in regulation, was not well received by a Regan Administration that 

was focused on limiting regulatory interference in biotechnology. The resultant lack of 

clear policy direction led the industry into further turmoil as it became subject to an 

increasingly complex array of rules. Anxious to protect its international industry leading 

status in biotechnological research and production and to foster this potentially lucrative 

industry, the Regan Administration's solution to this regulatory conundrum was to use 

existing statutes to regulate biotechnology, but not however, as restrictively or exclusively 

as suggested by the Gore Report or the EPA. 

As argued below, in order to regulate biotechnology in this manner, it was necessary that 

the science be made to fit within the confines of legislation that was not, for the most 

part, designed to accommodate it. This entailed ensuring that biotechnology was defined 

in a way that did not ascribe any greater degree of risk to it than was attributed to the 

products and processes already regulated under relevant statutes. 141  

The resultant US approach was based on the premise that for regulatory purposes there 

was no difference between products produced through modern biotechnological 

methods and their more 'traditionally' produced counterparts, contrasts markedly to the 

approach taken in Europe. Whereas the US opted not to regulate based upon the 

production processes used in creating a product, in Europe, the opposite approach was 

adopted, and regulatory oversight of GMOs was triggered by the use of biotechnology. 

This fundamental distinction between regulatory approaches in the US and Europe belies 

underlying attitudes towards the risks posed by the use of such techniques in modern 

food and agricultural production. As discussed in Chapter II, the European approach to 

regulation of biotechnology is unsurprising when viewed from the soci-political context 

in which it occurred. While the development of European regulation was enmeshed in an 

141 Sheingate notes in this regard that language used by the EPA which asserted there were 
unique risks associated with genetically engineered micro-organisms, was omitted from the 
BSCC's uniform definitions. See Adam Sheingate, 'Promotion Versus Precaution: The 
Evolution of Biotechnology Policy in the United States' (2006) 36 British Journal of Political 
Science 243, 249-250. 
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increasingly precautionary approach to regulation, US regulation was more a product of 

the desire to encourage innovation and remain internationally competitive. 

2 	Internal Divisions and International Anxieties: The Drive Towards the Coordinated 

Framework 

Fearing an increasingly assertive bid for regulatory control by the EPA142  and anxious to 

secure the US's international pre-eminence in the field,143  an interagency Domestic Policy 

Council Working Group on Biotechnology (the Working Group), tasked with developing 

an overarching regulatory framework for GM0s, was formed. The Working Group was 

to achieve this goal by, among other things, assessing the regulatory requirements 

applicable to commercial biotechnology, identifying any existing laws and regulations that 

were potentially applicable to biotechnology, and determining whether the existing 

regulatory requirements were adequate for new products derived from biotechnology. 144  

According to Sheingate, the Working Group's foremost concern was not only to avoid 

the imposition of any new regulations, but was also to limit the EPA's authority over 

rDNA.145  In order to achieve these goals, the Working Group encouraged the USDA and 

the FDA to assert authority over rDNA using their existing statutes through which they 

regulated both food and crops. 146  However, the desire to limit the authority of the EPA 

was just one of the factors lending weight to the urgency of developing a coherent 

federal strategy for biotechnology. 

142 For example, Funke noted that the Office of Management and Budget (OMB), 'has taken a 
leading role in opposing EPA regulation under TSCA, challenging whether living organisms 
should be regulated as "new chemicals." They fear burdensome or awkward regulation that 
will stifle industrial growth and jeopardize U.S. competition for international markets.' See 
Odelia Funke, `Biopolitics and Public Policy: Controlling Biotechnology' (1985) 18(1) PS 69, 
72. Jones also notes that the Regan administration was so keen to avoid burdensome 
regulation that an Executive Order (EO #12498 of 4 January 1985) was passed that enabled 
the Director of OMB to vet all proposed regulatory actions to ensure that they were in 
accordance with the goals of the administration. See Mary Ellen Jones, Politically Corrected 
Science: The Early Negotiation of U.S. Agricultural Biotechnology Poli9 ,  (D Phil Thesis, Virginia 
Polytechnic Institute and State University, 1999) 227. 

143 Harlow notes that a White House scientific advisor George Keyworth stated that it was the 
fear of losing out to international competitors that motivated industry and the government to 
agree to a regulatory plan. See Ruth E Harlow, 'The EPA and Biotechnology Regulation: 
Coping with Scientific Uncertainty' (1986) 95(3) Yale Law Journal 553, fn 23. 

144 See Executive Office of the President, Office of Science and Technology Policy, 'Proposal for 
a Coordinated Framework for Regulation of Biotechnology' (1984) 49 Federal Register 50856, 
50857. 

145-  Adam Sheingate, 'Promotion Versus Precaution: The Evolution of Biotechnology Policy in 
the United States' (2006) 36 British Journal of Political Science 243, 249. 

146 Ibid, 249. 
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The Gore Report was released in February 1984, and was followed several months later 

by the decision in Foundation on Economic Trends v Heckler in May of 1984 (see above at p 

39). One effect of the decision was to put both scientists and regulators on notice that a 

more rigorous assessment of environmental impacts was required before releasing 

GMOs into the environment — this was something which at worst could potentially slow 

the pace of research and at best created a degree of uncertainty. 147  Additionally, a Report 

by the Congressional Office of Technology Assessment (OTA) in January 1984, had 

cautioned that the US was in jeopardy of losing its international pre-eminence in 

biotechnology if the domestic regulatory issues regarding the oversight of biotechnology 

were not resolved. The Report warned that, 'although the United States is currently the 

world leader in both basic science and commercial development of new biotechnology, 

continuation of the initial preeminence of American companies in the commercialisation 

of new biotechnology is not assured.' 148  Thus pressure was mounting to develop a 

coherent federal policy on biotechnology as concern grew over both the domestic 

industry and increasing international competition. 149  

(a) International Concerns 

Maintaining superiority in biotechnology was critical for the US government, as it 

facilitated influence over the international reconciliation of biotechnology policies in a 

manner that was favourable to US interests. 150  The harmonisation of international 

biotechnology policies in a manner that was sympathetic to the US was seen as important 

to the economic success of the US's emerging biotech industry. This was not only 

because such harmonisation would prevent valuable patents from being infringed, but 

more importantly, because it would also facilitate the international acceptance of 

American goods produced through the use of biotechnology. 151  

147 Sirica J's decision did not apply to private companies that may have been carrying out the 
same research, as NIH rules did not apply to private industry. Thus there was potentially a 
dangerous double standard. 

148 United States Congress, Office of Technology Assessment, Commercial Biotechnology: An 
International Analysis (1984) 3. 

149 Harlow argues the motivating factors behind the push to create an overarching framework 
was that it would allay public fears about the technology and allow US companies to 
successfully compete internationally as they were not overly burdened with regulation. See 
Ruth E. Harlow, 'The EPA and Biotechnology Regulation: Coping with Scientific 
Uncertainty' (1986) 95(3) Yale Lan) Journal 553, fn 23. 

150  Mary Ellen Jones, Politically Corrected Science: The Early Negotiation of U.S. Agricultural Biotechnology 
Polig (D Phil Thesis, Virginia Polytechnic Institute and State University, 1999) 237. 

151  Ibid. 
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Despite the domestic conflict surrounding the regulation of biotechnology in the US at 

the time, a delegation was sent to the Organisation for Economic Co-operation and 

Development (OECD) in 1983, to participate in a Working Group on the Safety and 

Regulation of Biotechnology, 152  perhaps in recognition of the importance of achieving 

international regulatory harmonisation. Three years later in 1986, the same year that the 

Coordinated Framework was introduced (the Coordinated Framework is discussed below 

at p 65), the OECD issued its first report on safety considerations for industrial, 

agricultural and environmental applications of rDNA organisms. 153  It is noteworthy that 

the OECD recommendations seem to be based upon the same concepts that underpin 

the Coordinated Framework. Among other things the Report recommended that: 

• there is no scientific basis for specific legislation for the implementation 

of rDNA techniques and applications. Member countries should examine 

their existing oversight and review mechanisms to ensure that adequate 

review and control may be applied while avoiding any undue burdens that 

may hamper technological developments in this field; 

▪ any approach to implementing guidelines should not impede future 

developments in rDNA techniques. International harmonization should 

recognise this need; 

recognising the need for innovation, it is important to consider 

appropriate means to protect intellectual property and confidentiality 

interests while assuring safety. 154  

From this early stage it was apparent to US regulators that shaping the international 

dimension to the regulation of biotechnology in a manner that was favourable to US 

interests was vital. Policy statements from US regulatory agencies echoing the Regan 

administration's focus on securing American superiority confirm the importance of this 

goal. For example, both the USDA and the FDA asserted that, 

Certification systems which favor domestic products, if adopted by 

our trading partners, will create substantial nontariff barriers to trade 

152  Ibid, 227. The OECD had already begun work on the issues surrounding biotechnology in the 
early 1980s. See for example, Alan T Bull, Geoffrey Holt and Malcolm D Lilly, Biotechnology - 
International Trends and Perspectives (OECD 1982). 

153  Organisation for Economic Co-operation and Development, Recombinant DNA Saf0 ,  
Considerations (1986). 

154  Ibid, 42-43. 
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and block market access. Therefore, during the development of the 

U.S. regulatory procedures for biotechnology products, attention is 

being paid to the need for achieving consistency in national 

regulation and international harmonization. 155  

Achieving consistency in 'national regulation and international harmonisation' did not, 

however, mean that the US should adopt a regulatory regime for biotechnology that was 

more restrictive or precautionary in nature. Rather, it meant that it was preferable that 

other OECD countries adopt similarly permissive rules for biotechnology to those that 

were coalescing into the Coordinated Framework in the US. 

3 	The Proposed Coordinated Framework 

In December 1984, the White House Office of Science and Technology Policy (OSTP) 

published a Proposal for a Coordinated Framework for Regulation of Biotechnology in the Federal 

Regirter156  (the Proposa/). The purpose of the OSTP Proposal was to set out the relevant 

laws in regard to biotechnology and to explain how its regulation would be coordinated 

across all federal agencies. 157  The document included 'Statements of Proposed Policy' 

from each of the leadis 8  federal agencies that were to be involved in the oversight of 

biotechnology: the EPA, the FDA and the USDA. 

155  See United States Department Of Agriculture, 'Statement of Policy for Regulations 
Biotechnology Processes and Products' in Environmental Protection Agency, 'Proposed 
Policy Regarding Certain Microbial Products' (1984) 49 Federal Register 50880, 50904; United 
States Food and Drug Administration, 'Statement of Policy for Regulating Biotechnology 
Products' 49 Federal Register 50878, 50878. 

156  Office of Science and Technology, 'Proposal for a Coordinated Framework for Regulation of 
Biotechnology' (1984) 49 Federal Register 50856. 

157  Ibid. 
158  The NIH and the Occupational Safety and Health Administration (OSHA) were also involved 

in regulating biotechnology however, in regard to deliberate releases the role of the NIH was 
usurped by these agencies and the OSHA's role was to provide an adequate and enforceable 
basis for protection of the safety and health employees in field of biotechnology. In relation 
to the OSHA's role in regulating biotechnology see, Office of Science and Technology, 

• Coordinated Framework for Regulation of Biotechnology (1986) 51 Federal Register 23302, 23304; 
Occupational Safety and Health Administration, 'Agency Guidelines on Biotechnology' (1985) 
50 Federal Register 14468. 
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(a) Contrasting Approaches: US Federal Ageng Statements of Proposed Polig 

The agency statements are indicative of the contrasting approaches to 'biotechnology risk 

and regulation'159  taken by the FDA and USDA on the one hand, and by the EPA on the 

other. The statements also demonstrate why the pro-industry, anti-regulation Regan 

Administration was eager to limit the role of the EPA in regard to the oversight of 

biotechnology, for the EPA's statement reveals a complex and precautious process-

oriented approach. 

(i) The EPA's Approach 

For example, in its comparatively comprehensive statement, the EPA recognised that 

genetically engineered microbial pesticides posed potentially greater risks than their non-

genetically engineered counterparts and should therefore be regulated accordingly. 160  

According to the EPA, it was the processes used in the creation of the product, (i.e. 

genetic engineering) which differentiated it from naturally occurring organisms. 161  

It must be noted however, that the EPA's process orientated approach was taken not 

only due to the unknown risks involved the development of biotechnology; it also 

involved far more pragmatic reasons. Under the EPA's regulatory regime, substances or 

products needed to be classified as 'new' rather than as 'naturally occurring' to provide 

the EPA with regulatory jurisdiction. By focussing on the process by which a product 

was developed, the EPA was able to assert that the end product was in fact new and 

therefore fell under its regulatory remit. 162  

In keeping with its precautionary stance, the EPA proposed to publicly announce 

applications for the use of genetically engineered pesticides by issuing notices in the 

159  Adam Sheingate, 'Promotion Versus Precaution: The Evolution of Biotechnology Policy in 
the United States' (2006) 36 British Journal of Political Science 243, 249. 

160 In justifying this more cautious approach the EPA stated: 'The techniques of modern 
molecular biology are revolutionary in that they allow humans to override natural genetic 
constraints, creating heretofore unknown arrangements of genetic material, and to synthesize 
genetic material de novo. New organisms produced through these techniques may have 
genomes that do not occur in nature, or gene pools substantially altered from those that 
would occur through the natural processes of reproduction.' See, Environmental Protection 
Agency, 'Proposed Policy Regarding Certain Microbial Products' (1984) 49 Federal Register 
50880, 50884. 

161 Environmental Protection Agency, 'Proposed Policy Regarding Certain Microbial Products' 
(1984) 49 Federal Register 50880, 50888. 

162  For a comprehensive explanation of how the EPA viewed the applicability of the TSCA to 
biotechnology, see Environmental Protection Agency, 'Proposed Policy Regarding Certain 
Microbial Products' (1984) 49 Federal Register 50880, 50887. 
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Federal Register. After highlighting the fact that the application was for a genetically 

engineered pesticide (or a similar such product) in the notice, the EPA proposed to mail 

the notice to interested groups and solicit comments from the public.I 63  

(ii) The Approach of the USDA and the FDA 

In contrast to the EPA's detailed process-based policy proposal, the USDA and FDA's 

proposals were substantially more succinct and clearly evinced a preference for a 

'product-based' approach. That is, both proposals were based upon the idea that for 

regulatory purposes, there was no difference between products produced through the use 

of modern biotechnological methods and those produced through more 'traditional' 

methods. Both the USDA and FDA's proposals contained identical paragraphs 164  

outlining the underlying reasons for adopting this approach: 

The manner in which regulations for biotechnology are implemented 

in the United States will have a direct impact on the competitiveness 

of U.S. producers in both domestic and world markets. Inconsistent 

or duplicative domestic regulation will put U.S. producers at a 

competitive disadvantage... In achieving national consistency and 

international harmonization, regulatory decisions can be made in a 

socially responsible manner, protecting human health and the 

environment, while allowing U.S. producers to remain competitive.I 65  

Accordingly, the USDA stated that in relation to plants and plant products which 'are 

developed to the point of commercialisation, and in which recombinant DNA 

techniques have been used, [such products] will be licensed, certified, or otherwise 

treated by USDA or state authorities in the same manner as organisms developed using 

more conventional methodologies: 166  Similarly, the FDA reasoned that a product-based 

163  Environmental Protection Agency, 'Proposed Policy Regarding Certain Microbial Products' 
(1984) 49 Federal Register 50880, 50884. 

164  Suggesting that one (or perhaps both) the agencies saw the Statement of Proposed Policy as a 
formality to be complied with rather than an opportunity to articulate a comprehensive 
outline of policy. 

165  See United States Department of Agriculture, 'Statement of Policy for Regulations 
Biotechnology Processes and Products' in Environmental Protection Agency, 'Proposed 
Policy Regarding Certain Microbial Products' (1984) 49 Federal Register 50880, 50904; United 
States Food and Drug Administration, 'Statement of Policy for Regulating Biotechnology 
Products' 49 Federal Register 50878, 50878. 

166  United States Department of Agriculture, 'Statement of Policy for Regulations Biotechnology 
Processes and Products' in Environmental Protection Agency, 'Proposed Policy Regarding 
Certain Microbial Products' (1984) 49 Federal Register 50880, 50903. 
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approach was preferable as regulation 'must be based on the rational and scientific 

evaluation of products, and not on a priori assumptions about certain processes.' 167  Both 

these proposals were much more in line with White House thinking on the subject, and 

focused on the competitiveness of US industry. In fact, both proposals largely mirrored 

the OSTP's proposal for a Coordinated Framework. 168  

(iii) Reasons for the Differences in Approach 

The difference in approaches to the regulation of biotechnology by the lead US agencies 

was not surprising. The division between the more precautionary and process oriented 

approach of the EPA and the more permissive and product based approach advocated 

by the FDA and the USDA was evident earlier, particularly in the wake of the Gore 

Subcommittee's recommendations. The fact that the latter of the two approaches 

reflected the Reagan Administration's policy goals for biotechnology meant that it was 

always more likely to succeed. Indeed, the EPA's process based approach to regulation 

was a source of tension between the Agency and the White House. One of the first 

activities of the newly formed Biotechnology Science Coordinating Committee 169  (BSCC) 

(which was set up by the OSTP to coordinate federal science activities across the 

agencies involved in the oversight of biotechnology) was to create uniform scientific 

definitions for biotechnology. According to Sheingate, li]ri practice, this meant removing 

language that suggested genetic modification carried unique risks and inserting 

definitions that limited the scope of the EPA's regulatory authority.'170  

(b) 	Competition Concerns: Justioling the Coordinated Framework? 

It is apparent from both the OSTP's Proposal for a Coordinated Framework and the 

Policy Statements provided by the FDA and the USDA that there was growing concern 

amongst industry and regulators alike that the domestic (and international) regulation of 

biotechnology not undermine the competitiveness of US industry. 171  Indeed, James B 

167  United States Food and Drug Administration, 'Statement of Policy for Regulating 
Biotechnology Products' 49 Federal Register 50878, 50880. 

168  Office of Science and Technology, 'Proposal for a Coordinated Framework for Regulation of 
Biotechnology' (1984) 49 Federal Register 50856, 50857. 

169  Office of Science and Technology Policy, 'Coordinated Framework for Regulation of 
Biotechnology; Establishment of the Biotechnology Science Coordinating Committee' 50 
Federal Register 47174. 

170  Adam Sheingate, 'Promotion Versus Precaution: The Evolution of Biotechnology Policy in 
the United States' (2006) 36 British Journal of Political Science 243, 249. 

171 See Office of Science and Technology, 'Proposal for a Coordinated Framework for 
Regulation of Biotechnology' (1984) 49 Federal Register 50856, 50857; United States 
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Wyngaarden, the Director of the NIH during this period, cautioned that the federal 

government needed to exercise restraint in regulating biotechnology as overly restrictive 

rules could, 'create a chilling effect and drive the industry abroad: 172  It would seem 

therefore, that one of the guiding principles which informed the development of 

regulations for biotechnology in the US was the promotion of the industry, which was to 

be achieved by not overburdening it with restrictive or unnecessarily precautionary 

measures. 173  One fundamental problem with this approach is the conflict inherent in 

requiring federal agencies to both regulate and promote a particular industry or 

endeavour. In fact, the OTA alluded to this issue as one of the challenges facing 

regulators involved with biotechnology. Specifically, they pointed out that both the NIH 

and the USDA were statutorily mandated to promote research and product development, 

yet at the same time were required to regulate particular aspects of biotechnology. 174  

However, the international competition and domestic industry concerns mentioned 

above lent urgency to the development of coherent rules for biotechnology which meant 

that other issues, such as conflicts of interest, would have to wait. 

The urgency to develop a regulatory framework for biotechnology also provided a_ 

rationalisation for the use of existing rules and regulations as opposed to the 

development of an 'all encompassing biotechnology statute: 175  According to the White 

House Working Group tasked With developing regulations for biotechnology, existing' 

laws were advantageous because 'they could provide more immediate regulatory 

protection and certainty for the industry...' Moreover, such rules and regulations were 

Department of Agriculture, 'Statement of Policy for Regulations Biotechnology Processes and 
Products' in Environmental Protection Agency, 'Proposed Policy Regarding Certain Microbial 
Products' (1984) 49 Federal Register 50880, 50904; United States Food and Drug 
Administration, 'Statement of Policy for Regulating Biotechnology Products' 49 Federal Register 
50878, 50878. 

172  James B Wyngaarden quoted in Marjorie Sun, 'Biotechnology's Regulatory Tangle' (1984) 
225(4663) Science 697, 697. 

173  See US Congress, Office of Technology Assessment, New Developments in Biotechnology — Field 
Testing Engineered Organisms: Genetic and Ecological Issues (1988) 64; See also Sheldon Krimsky and 
Roger Paul Wrubel, Agricultural Biotechnology and the Environment: Science, Polig, and Social Issues 
(1996) 251-252. 

174  In fact, the Office of Technology Assessment alluded to this issue as one of the challenges 
facing regulators involved with biotechnology. Specifically, they pointed out that both the 
NIH and the USDA were statutorily mandated to promote research and product 
development, yet at the same time were required to regulate particular aspects of 
biotechnology. See US Congress, Office of Technology Assessment, New Developments in 
Biotechnology — Field Testing Engineered Organisms: Genetic and Ecological Issues (1988) 65. 

175  Office of Science and Technology, Coordinated Framework for Regulation of Biotechnology (1986) 51 
Federal Register 23302, 23303. 
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already familiar to the researchers, produces and regulators involved in biotechnology. 176  

Of course, another advantage to such immediate regulatory protection was that biotech 

products could be placed in the approval pipeline much earlier than if an entirely novel 

and complex regulatory regime involving the establishment of specific legislation and 

possibly additional oversight bodies was required. The use of existing regulations would 

also prevent the 'chilling effect' warned of by the NIH Director. The Regan 

Administration's preference for the use of existing regulations for biotechnology rather 

than developing new laws can be understood in this context: The desire to remain 

competitively placed at the forefront of this potentially lucrative technology outweighed 

concerns which indicated that it may have warranted discrete regulatory treatment. 

(c) Making it Work at all Costs: Manipulating Existing Statutes 

The use of existing regulations required that biotechnology be made to fit within the 

various definitions and provisions provided for in statutes that were designed, for the 

most part, to regulate other products and processes. In essence, this required making the 

square peg of biotechnology fit into the round holes of existing regulations. For example, 

the EPA had previously suggested that a genetically modified micro-organism be 

classified as new 'if significant human intervention', 177  such as rDNA, were used in its 

creation.178  However, this approach treated biotechnology itself as the triggering factor 

rather than examining the resultant product to determine if, and to what degree, 

regulation was warranted. These difficulties were further compounded by the fact that 

regulation could only occur if something was classified as new under the EPA's 

supporting legislation. This left the EPA in the somewhat schizophrenic position of 

needing to avoid the use of the process of genetic modification as an indicator that a 

176  The White House Working Group tasked with developing regulations for biotechnology was 
of the view that existing laws were advantageous because 'they could provide more immediate 
regulatory protection and certainty for the industry...' See, Office of Science and Technology, 
'Coordinated Framework for Regulation of Biotechnology' (1986) 51 Federal Register 23302, 
23303. 

177  Environmental Protection Agency, 'Statement of Policy; Microbial Products Subject to the 
Federal Insecticide, Fungicide and Rodenticide Act and the Toxic Substances Control Act' in Office of 
Science and Technology, 'Coordinated Framework for Regulation of Biotechnology' (1986) 
51 Federal Register 23302, 63-64. 

178  The EPA had earlier struggled with this issue, as regulation through the TSCA required that a 
substance be classed as 'new'. By proposing to regulate the process rather than the product, 
the EPA was able to suggest that they could assert authority for all biotech products under 
TSCA. See above at pp 54-55. 
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product was new for regulatory purposes, yet requiring that products created using 

biotechnology be classified as new. 

Ultimately, the EPA announced that they had decided that micro-organisms that `(1) are 

used in the environment, (2) are pathogenic or contain genetic material from pathogens, 

or (3) contain new combinations of traits...' should be considered new for regulatory 

purposes under the TSCA. 179  This approach is essentially a compromise; while it 

characterises products created with the use of biotechnology as new, it only does so in 

particular circumstances. 180  

The USDA's Animal and Plant Health Inspection Service (APHIS) encountered similar 

problems when forced to adapt existing legislation to regulate biotechnology. While the 

APHIS proposed to regulate the introduction of genetically engineered organisms under 

the Federal Plant Pest Act181  (FPPA) and the Plant Quarantine Act182  (PQA)183 it  

simultaneously recognised that it was simply too far a stretch to adapt the existing 

subordinate regulations under those Acts to adequately fit the science no matter how 

creative interpretations became. The only solution was to promulgate new subordinate: -  

regulations that specifically dealt with genetically engineered organisms and products. 184  

However, the APHIS was quick to point out that despite the fact that new regulations 

were being introduced, it was not treating GMOs any differently than conventional.. 

organisms. 185  Rather, new regulations were necessary to simply bring such organisms,. 

within the regulatory ambit of the APHIS so they could be treated in an identical 

179  Environmental Protection Agency, 'Statement of Policy; Microbial Products Subject to the 
Federal Insecticide, Fungicide and Rodenticide Act and the Toxic Substances Control Act' in Office of 
Science and Technology, 'Coordinated Framework for Regulation of Biotechnology' (1986) 
51 _Federal Register 23302, 39-40. 

180  The TSCA also allowed exemptions for testing chemicals on small plots under certain 
conditions, however these same exemptions could not be applied to genetically modified 
micro-organisms. Rather the EPA created a two-tiered system of review for small-scale field 
testing. For a detailed explanation of the EPA's treatment of micro-organisms under the 
Coordinated Framework see Environmental Protection Agency, 'Statement of Policy; 
Microbial Products Subject to the Federal Insecticide, Fungicide and Rodenticide Act and the Toxic 
Substances Control Act in Office of Science and Technology, 'Coordinated Framework for 
Regulation of Biotechnology' (1986) 51 Federal Register 23302. 

181 (1957) 7 USC 5§ 150aa-150jj (as amended). 
182 (1912) 7 USC 5§ 151-167 (as amended). 
183  These Acts were later repealed by the Agricultural Risk Protection Act of 2000, but their relevant 

content has been included in the Plant Protection Act,7 USC §§ 7701-7772 (2000). 
184  See Animal and Plant Health Inspection Service, 'Introduction of Organisms and Products 

Altered or Produced Through Genetic Engineering Which are Plant Pests or Which There is 
Reason to Believe are Plant Pests' (1987) 52 Federal Register 22892. 

185  Ibid, 22893. 
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manner. Thus, the APHIS was still able to reassure those who were concerned that 

regulations and risk management for biotechnology be directed toward the end-product 

rather than the process by which it was produced. 

(d) SOO, Concerns? 

The particular form of regulation adopted for biotechnology would not have mattered 

considerably if it had been uniformly accepted that there were no additional risks posed 

by releasing GMOs into the environment. However, this was not the case. Generally, 

microbiologists contended that the benefits of the technology outweighed any potential 

risks.186 Other scientists were less certain, especially ecologists who argued against the 

reductionist characterisation of the nature of the potential risks posed by the 

introduction of GMOs into the environment. 187  

186  For example, writing in Science, Brill argued that 'Mlle economic and environmental benefits 
expected to accrue from agricultural use of recombinant organisms are great and should be 
considered in relation to the potential risks.' He went on to characterise these risks as 'no 
greater environmental threat than such organisms without recombinant genes.' See Winston J 
Brill, 'Safety Concerns and Genetic Engineering in Agriculture' (1985) 227(4685) Science 381, 
381-382. This argument is premised upon the idea that altering an organism through genetic 
engineering to elicit a particular effect is essentially nothing new — it is simply the replication 
of natural processes in a more targeted and precise manner. This view received significant 
endorsement a couple of years later in a report by the National Academy of Sciences. See 
National Academy of Sciences, Introduction of Recombinant DNA-Engineered Organisms into the 
Environment: Kg Issues (1987); Cf Robert K Colwell, 'Another Reading of NAS Gene Report' 
(1988) 38(6) Bz'oscience 421. This idea, that for the most part GMOs are equivalent to their non-
modified counterparts, is the premise upon which the Coordinated Framework is based. This 
concept provided a convenient justification for the use of existing regulatory frameworks to 
govern GMOs by equating them to the products that were already regulated under those 
frameworks. To acknowledge that GMOs were unlike their non-modified counterparts due to 
the processes involved in their creation would be to acknowledge the validity of arguments 
for the development of specific laws for biotechnology. See in regard to the development and 
use of the concepts of substantial equivalence and familiarity Katherine Barrett and Elisabeth 
Abergel, 'Breeding familiarity: environmental risk assessment for genetically engineered crops 
in Canada' (2000) 27(1) Science and Public Pok g 2, 3-5. 

187 For example, Colwell et al. argued that, 'Brill's conclusions about the safety of genetically 
engineered plants seem to derive from a two-part argument: (i) that engineered plants are 
even less likely to cause problems than plant varieties produced by conventional technology; 
and (ii) that conventionally produced varieties have caused no problems in the past. The first 
of these assertions is not sound ecology, while the second is incorrect: 187  See Robert K 
Colwell, Elliott A Norse, David Pimentel, Frances E Sharples, and Daniel Simberloff, 
'Genetic Engineering in Agriculture' (1985) 229(4709) Science 111, 111; See also Winston J 
Brill, 'In Reply: Genetic Engineering in Agriculture' (1985) 229(4709) Science 115. Other 
ecologists echoed these sentiments and lamented the lack of consensus amongst 
microbiologists and ecologists as to the safety of deliberate releases into the environment. See 
generally for example, Frances E Sharples, 'Regulation of Products from Biotechnology' 
(1987) 235(4794) Science 1329; See also generally Gina Kolata, 'How Safe Are Engineered 
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The nature and extent of the risks posed by deliberate environmental releases was 

contentious and debate continued both as the Coordinated Framework was being 

developed and well after it was promulgated. Despite these concerns however, the Regan 

Administration's desire to remain ahead of international competitors meant that 

deviation from a product-oriented approach that was based upon the idea of substantial 

equivalence was never likely. Ultimately, the concerns of those stressing the commercial 

importance of the technology won out over those who were apprehensive about the risks 

involved, and on 26 June 1986, this was 'codified' 188  in Coordinated Framework for the 

Regulation of Biotechnology. 189  The Coordinated Framework remains the current matrix 

though which biotechnology is regulated in the US, although it has been modified over 

time to reflect contemporary scientific understandings of biotechnology. The trend of 

these modifications has been toward the re1axation190  of the Framework. 

4 	The Coordinated Framework 

Briefly, the Coordinated Framework functions as follows: responsibility for the`• 

regulation of biotechnology is divided among five government agencies and departments:_ 

the FDA, the USDA, EPA, the Occupational Safety and Health Administration (OSHA)" 

and the NIH. As is evident from the discussion above, the USDA and the EPA (along 

Organisms?' (1985) Science 34, reporting on a conference between microbiologists and 
ecologists which was held to improve communication between the two groups. 
Concerns were raised over the potential for unintended consequences of deliberate releases 
such as the ability of modified organisms to overcome natural limiting factors, the 
development of weed and insect resistance to modified traits and the socio-economic impacts 
of biotechnology particularly on the developing world. See for example, Frances E Sharples, 
'Regulation of Products from Biotechnology' (1987) 235(4794) Science 1329, 1330; Frederick H 
Buttel, Martin Kenney and Jack Kloppenburg, Jr, 'From Green Revolution to Biorevolution: 
Some Observations on the Changing Technological Bases of Economic Transformation in 
the Third World' (1985) 34(1) Economic Development and Cultural Change 31. Some ecologists also 
called for a multidisciplinary approach to solving questions surrounding biotechnology and its 
regulation that included the scientific expertise of not only molecular biologists and geneticists 
but of ecologists and evolutionary biologists as well. See Robert K Colwell, Elliott A Norse, 
David Pimentel, Frances E Sharples, and Daniel Simberloff, 'Genetic Engineering in 
Agriculture' (1985) 229(4709) Science 111, 111. 

188  Adam Sheingate, 'Promotion Versus Precaution: The Evolution of Biotechnology Policy in 
the United States' (2006) 36 British Journal of Political Science 243, 253. Sheingate goes on to 
argue that '[subsequent policy discussions emphasised the commercial opportunities of 
biotechnology and its importance as a strategic sector for international economic competition. 

189  Office of Science and Technology Policy, 'Coordinated Framework for Regulation of 
Biotechnology' (1986) 51 Federal Register 23302. 

190  See for example Office of Science and Technology Policy, 'Exercise of Federal Oversight 
Within Scope of Statutory Authority: Planned Introductions of Biotechnology Products into 
the Environment' (1992) 57 Federal Register 6753-6762. 
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with the FDA to a lesser degree) play the most significant roles in regulating deliberate 

releases of GMOs into the environment. Table 2 provides an outline the jurisdictional 

divisions and the manner by which commercial biotechnology products are regulated 

under the Coordinated Framework. Broadly speaking, the FDA ensures that a 

biotechnology product is safe to consume, the USDA ensures the product is safe to 

grow, and the EPA ensures that it is safe for the environment. Table 3 demonstrates how 

different agencies are involved in the regulation of a particular modified organism, and 

Table 4 sets out agency jurisdiction for planned introductions. 

Table 2: Agencies Responsible for Approval of Commercial Biotechnology Products 

Biotechnology Product 	 Responsible agencies 

Foods/Food Additives 	 FDA*, FSIS' 
Human Drugs, Medical Devices and Biologics 	FDA 
Animal Drugs 	 FDA 
Animal Biologics 	 APHIS 
Other Contained Uses 	 EPA 
Plants and Animals 	 APHIS*, FSIS 1 , FDA2  
Pesticide Microorganisms Released in the 
environment all 	 EPA*, APHIS 3  
Other Uses (Microorganisms): 

lntergeneric Combination 	 EPA*, APHIS 3  
lntrageneric Combination: 

Pathogenic Source Organism: 
1. Agricultural Use 	 APHIS 
2. Non-Agricultural use 	 EPA*4 , APHIS 3  

Nonpathogenic Source Organisms 	 EPA Report 
Nonengineered Pathogens: 

1. Agricultural Use 	 APHIS 
2. Non-agricultural Use 	 EPA', APHIS3  

Nonengineered Nonpathogens 	 EPA Report 

* Designates lead agency where jurisdictions may overlap 
1. Food Safety and Inspection Service (FS1S) is responsible for food 

use. 
2. FDA involved when in relation to food use. 
3. APHIS is involved when the microorganism is plant pest, animal 

pathogen or regulated article requiring a permit. 
4. EPA requirements will only apply to environmental release under a "significant 

new use rule" that EPA intends to propose. 

Source: Office of Science and Technology Policy, 'Coordinated Framework for Regulation of Biotechnology' (1986) 51 
Federal Register 23302, 23339. 
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Table 3: Division of agency responsibility for regulation of particular modified organisms 

Insect resistance in a 
food crop, e.g., Bt corn 

APHIS Safety for agriculture and the environment 

EPA Safety for the environment and food and feed safety of 
Plant-Incorporated Protectants 

FDA Safety for food and feed use 

Modified oil content in a food crop, 
e.g., oleic acid in soybean 

seed 

APHIS Safety for agriculture and the environment 

FDA Safety for food and feed use 

Herbicide tolerance in a food crop, 
e.g., glyphosate-tolerant corn 

APHIS Safety for agriculture and the environment 

EPA Safe use of companion herbicide 

FDA Safety for food and feed use 

Source: USDA APHIS, 'Biotechnology Regulatory Services: Coordinated Framework for the Regulation of 
Biotechnology' (2006) Program Aid No. 1862. 
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Table 4: Jurisdiction for review of planned introductions 

Proposed Research 	Responsible agencies 

Contained research, no environmental release: 
Federally funded 	 Funding agency' 

Non-federally funded 	 NIH or S&E voluntary review, APHIS2  

Foods, food additives, human drugs, medical devices, biologics, animal drugs: 
Federally funded 	  FDA* NIH guidelines and review 

Non-federally funded 	 FDA* NIH voluntary review 

Plants, Animals and Animal Biologics: 
Federally funded 	 Funding agency * 1  APHIS2  

Non-federally funded 	 APHIS* S&E voluntary review 

Pesticide Mirroorganism.r. 
Genetically Engineered: 

Intergeneric 	 EPA* APH1S 2  S&E voluntary review 

Pathogenic Intergener c 	 EPA* APHIS2  S&E voluntary review 

Nonengineered: 

Nonindigenous Pathogens 	 EPA* APHIS 

Indigenous Pathogens 	 EPA* 3  APHIS 

Nonindingenous Nonpathogen 	 EPA* 

Other Uses (Microorganisms) Released in the Environment 
Genetically Engineered: 

Intergeneric Organisms: 

Federally Funded 	 Funding agency* 1  APHIS2  EPA 4  

Commercially Funded 	 EPA, APHIS, S&E voluntary review 

Intrageneric Organisms: 

Pathogenic Source Organism: 

Federally Funded 	 Funding agency*' APHIS 2  EPA 4  

Commercially Funded 	 APHIS 2  EPA (if non-agricultural use) 

Intrageneric Combination: 

No Pathogenic Source Organisms 	 EPA Report 

Nonengineered 	 EPA Report*APHIS 2  

Designates lead agency where jurisdictions may overlap 

1. Review and approval of research protocols conducted by NIH, S&E, or NSF. 

2. APHIS issues permits for the importation and domestic shipment of certain plants and 

animals, plant pests and animal pathogens, and for the shipment or release in the 

environment of regulated articles. 

3. EPA jurisdiction for research on a plot greater than 10 acres. 

4. EPA reviews federally funded environmental research only when it is for commercial 

purposes. 

Source: Office of Science and Technology Policy, 'Coordinated Framework for Regulation of Biotechnology' (1986) 51 
Federal Register 23302, 23340. 

Instrumental to the functioning of the Coordinated Framework, are the definitions of the 

types of products that it seeks to regulate. Products that are produced from either 

`intergenerie or 'pathogenic' organisms are singled out for regulation. Intergeneric 
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organisms are formed by 'deliberate combination of genetic material from sources in 

different genera' and a pathogen 'is a virus or micro-organism... that has the ability to 

cause disease in other living organisms... '191 

As noted above, the Coordinated Framework currently remains in use, but has been 

modified over time. The trend of these modifications has been toward the relaxation 192  

of the Framework despite increasing community concerns about the adequacy of the 

regulation of GMOs in the US. Some of this increased concern has been precipitated by 

high profile events that have had a negative impact on public perceptions of the safety 

and adequacy of federal oversight for biotechnology. 

5 	Problems with the Coordinated Framework: Focusing Events 

The Coordinated Framework has come under attack on several occasions in the US, 

especially after high-profile food scares. However, in contrast to the outcome of such 

events in Europe (see Chapter II), the Coordinated Framework has thus far has proved 

resilient to public and political attempts to strengthen or replace it. Of note in this regard 

are further controversies over the field trials of the 'Ice Minus' bacterium during the 

1980s, 193  especially one relating to open release trials at Montana State University that had 

not been approved in any manner. 194  Both these cases served to raise the negative 

191  See William L Anderson, Nancy S Bryson, William M Cohen, Robert C Davis Jr, Philip Katz, 
Richard J Mannix, Steven P Quarles, and Richard E Schwartz, Biotechnology Des kboo k (2001) 3; 
See also Office of Science and Technology, 'Coordinated Framework for Regulation of 
Biotechnology' (1986) 51 Federal Register 23302. 

192  See for example Office of Science and Technology Policy, 'Exercise of Federal Oversight 
Within Scope of Statutory Authority: Planned Introductions of Biotechnology Products into 
the Environment' (1992) 57 Federal Register 6753-6762. 

193  For example, in 1987 shortly after the Coordinated Framework was promulgated, the first 
field test of a genetically modified microbe was conducted amidst strong community 
opposition. Once again, the subject of the controversy was the 'Ice Minus' bacterium. 
Approval had been given in 1985 (before the Framework was concluded) to Advance Genetic 
Sciences (AGS) to conduct the tests using Ice Minus, or Trostban' as it was referred to. AGS 
had been involved in the development of ice minus and, as a private company, was not bound 
by NIH Guidelines or subject to the injunction issued by Sirica DJ. The field trials generated 
significant local opposition and controversy — not least after it was revealed that AGS had 
illegally tested the modified bacteria on the roof of its Californian corporate headquarters. See 
Michael P Vandenbergh, 'The Rutabaga that Ate Pittsburgh: Federal Regulation of Free 
Release Biotechnology' (1986) 72 Virginia Law Review 1529, 1151-1152. Despite several 
attempts to halt the trials through litigation the tests were eventually conducted in northern 
California. 

194  In 1987 a researcher at Montana State University injected several trees with a genetically 
engineered bacteria without first obtaining approval. For an overview of the 'focusing events' 
of 1987 see Gary Marchant, 'Modified Rules for Modified Bugs: Balancing Safety and 
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community perceptions about the willingness of industry and researchers to comply with 

rDNA regulations and the ability of federal agencies to adequately administer them. 

More recently (and perhaps more significantly in terms of their effect on the public's 

perception of the adequacy of federal oversight of biotechnology 195) there has been 

considerable controversy surrounding the introduction of Bt maize 196  and Starlink corn. 

(a) Buttelies and Biotechnology 

In 1999, researchers at Cornell University found that monarch larvae were significantly 

harmed after extended exposure to Bt pollen. 197  A year later another study on the effects 

of Bt pollen on butterfly larvae reached a similar conclusion. 198  While the findings of both 

these studies have been criticised by other scientists, they nevertheless have both 

received significant coverage in the press. 199  The result was the further erosion in the 

public's confidence in US regulators and regulatory systems to identify and negate 

potentially significant problems with biotechnology products before they were granted 

approval. 

(b) Starlink Corn 

Perhaps the most significant event that has galvanised concern over the adequacy of 

federal oversight of biotechnology involved Starlink corn. 200  Starlink, the trade name of a 

type of corn produced by Aventis CropScience, was genetically engineered to provide 

insect resistance. A variety of Bt corn, Starlink was modified through the insertion of a 

gene from the Bt soil bacterium which caused the corn to produce a 'pesticidal protein', 

Efficiency in the Regulation of Deliberate Release of Genetically Engineered Micro-
organisms' (1988) 1 Harvard Journal of Law and Technology 163, 164-167. 

195  See Nora Murphy and Sheldon Krimsky, 'Implicit precaution, scientific inference, and indirect 
evidence: the basis for the US Environmental Protection Agency's regulation of genetically 
modified crops' (2003) 22(2) New Genetics and Society 159, 168-169. 

196  Bt maize is corn that has been genetically altered to produce the bacterial Bt toxin (Bacillus 
thuringiensiir) which is poisonous to insect pests. 

197  See John E Losey, Linda S Rayor, Maureen E Carter, `Transgenic Pollen Harms Monarch 
Larvae' (1999) 399(6733) Nature 214; For an overview of EPA actions see Nora Murphy and 
Sheldon Krimsky, 'Implicit precaution, scientific inference, and indirect evidence: the basis for 
the US Environmental Protection Agency's regulation of genetically modified crops' (2003) 
22(2) New Genetics and Society 159, 170. 

198 L C Hansen-Jesse and J J Obrycki, 'Field deposition of Bt transgenic corn pollen: lethal 
effects on the monarch butterfly' (2000) 125 Oecologia 125, 241-248. 

199  See John L Wedberg, Sorting Through the Butte0/ Bt Pollen Issues (2001) University of 
Wisconsin-Extension, Agriculture and Natural Resources, Grains Team 
<http://www.uwex.eduices/grains/monarchbtl.htm > at November 28 2007. 

200  For a detailed study of the Starlink case see D L Uchtmann, `StarlinkTm — A Case Study of 
Agricultural Biotechnology Regulation' (2002) 7 Drake Journal of Agricultural Law 159. 
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Cry9C. Starlink received approval from both the APHIS and the FDA for relevant uses 

within each of the agencies competencies. The EPA granted Starlink limited approval for 

use in animal feed (and for industrial uses) but not for direct human consumption. This 

was because there were concerns that the Cry9C protein could be an allergen in 

humans. 201  

In September 2000, a laboratory conducting research on behalf of an anti-biotechnology 

coalition discovered traces of Cry9C, which indicated the presence of Starlink corn, in 

taco shells produced by Kraft Foods. 202  Kraft recalled the product, but soon after the 

presence of Starlink corn was detected in other food products as well as bulk shipments 

of corn. Starlink had become intermingled with non-genetically modified corn during 

harvesting, transportation, storage and marketing processes, which led to it spreading 

throughout the food supply. 203  As a result of fears over the potential for Cry9C to cause 

allergic reactions in humans, Aventis, along with the USDA, initiated a program to 

channel all Starlink corn out of the human food supply. This process, while effective, was 

extremely costly. Moreover, there have been multiple lawsuits initiated due to the 

contamination, not only by farmers who had planted Starlink corn, but also by farmers 

alleging that as a result of the contamination, US corn prices had dropped on the 

international market leading to significant economic loss.204  The total overall economic 

costs of the Starlink contamination has been estimated at US $1 billion. 205  

The Starlink case was 'a seminal event in the evolving response of the American public to 

agricultural biotechnology.' 206  Issues about the actual effect of Cry9C aside, the presence 

of Starlink in the food for human consumption was illegal. The ease at which it entered 

201  D L Uchtmann, `Starlinkmi — A Case Study of Agricultural Biotechnology Regulation' (2002) 
7 Drake Journal of Agricultural Law 159, 161-162. 

202 Aseem Prakash and Kelly L Kollman, Tiopolitics in the EU and the US: A Race to the 
Bottom or Convergence to the Top?' (2003) 47 International StudiesQuarterly 617, 633. 

203  D L Uchtmann, `StarlinkTm — A Case Study of Agricultural Biotechnology Regulation' (2002) 
7 Drake Journal of Agricultural Law 159, 161-162. 

204 There were at least 17 separate suits of this nature. See In Re Starlink Corn Products: Liability 
Litigation MDL Docket No. 1403, Notice of Pendency of Class Action, Settlement Class 
Certification, Proposed Settlement and Fairness Hearing (2003) Non-StarLink Farmer 
Litigation < http://non-starlinkfarmerssettlement.com/index.php3 > at 28 November 2007. 

205  See for example, Greenpeace, 'Liability and redress in the Biosafety Protocol' (Background 
Information, April 2002) 3. 

206  Michael R Taylor and Jody S Tick, The StarLink Case: Issues for the Future (2001) Pew Initiative 
on Food and Biotechnology 2 < http://pewagbiotech.org/resources/issuebriefs/starlink/ > 
at 28 November 2007. 
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and spread throughout the US food supply 207  highlighted regulatory problems in regard 

to both food and agricultural products of biotechnology. For example, questions were 

raised about the wisdom of allowing the EPA to grant split approvals, particularly when 

there were unresolved issues about the nature of the product in question and it was 

known that there was a strong possibility that the product would become commingled. 

Further, the case also highlighted the difficulties in ensuring post approval compliance 

with conditions and use restrictions.208  Moreover, it highlighted the inadequacy of some 

of those conditions. 209  

Ultimately, Starlink served as a warning. The publicity generated by the incident 

awakened the public to the dangers posed by food and agricultural biotechnology and the 

manner in which such products were regulated. However, this concern did not translate 

into new legislation or tougher rules for biotechnology in the US — which, as is 

demonstrated in Chapter II, is in stark contrast to the European experience. 

Conclusion 

As argued above, there was considerable anxiety amongst administrators not to burden 

the emerging biotechnology industry with regulation which would slow progress, or 

worse, drive research and production offshore. While the desire to stimulate growth in a 

promising and potentially lucrative industry is certainly a worthy governmental pursuit, in 

the case of biotechnology this meant accepting a degree of risk which was largely 

unknown. Moreover, this pursuit of biotechnological superiority was placing some 

federal agencies charged with its regulation in substantial conflict with their other roles 

and duties. In this sense, the Coordinated Framework was more a product of political 

207  Small amounts were also found abroad in countries such as Japan and Canada — prompting 
these nations to institute import testing regimes to detect its presence. 

208  A condition of the EPA's approval for Starlink was that Aventis obtain undertakings from its 
customers that they would restrict Starlink use to animal feed. In many instances this 
condition was ignored. See Aseem Prakash and Kelly L Kollman, Tiopolitics in the EU and 
the US: A Race to the Bottom or Convergence to the Top?' (2003) 47 International Studies 

<Quarterly 617, 633. 
209  Despite the requirement that a 660-foot zone of 'buffer corn' be grown alongside Starlink, 

contamination due to pollen drift may have occurred outside this zone in adjacent fields. See 
D L Uchtmann, `StarlinkTm — A Case Study of Agricultural Biotechnology Regulation' (2002) 
7 Drake Journal of Agricultural Lan) 159, 162. 
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expediency than it was of deliberative discussion on how best to proceed with the 

regulation of biotechnology. There are fundamental problems with this approach. 

One such problem was that the role of science in informing the debate over appropriate 

form of regulation was undermined. The form that such regulation should take had 

already been determined; no new legislation was to be used (to the extent possible) and 

regulation was to focus on products rather than processes. What was then required from 

science was a justification for this approach, and it was found by equating the use of 

biotechnology with natural evolutionary biological processes despite contention as to 

whether this was actually the case. However, the imperative was clear; it was far more 

advantageous to classify biotechnology in this manner. To admit otherwise would have 

meant recognising that biotechnology did indeed pose unique risks that warranted 

separate regulation. 210  Rather than informing the debate, the science was used to justify a 

predetermined outcome. Justifying this stance also entailed preferencing those scientific 

voices that accorded with the desired result and giving less weight to those that did not. 

This allowed administrators to assert that biotechnology regulations were based upon 

sound science, something necessary to win public acceptance, despite the fact that there 

was uncertainty surrounding the actual effects of deliberate releases. 

Another difficulty with the Coordinated Framework was its sheer complexity. The 

steadfast use of existing statutes and agencies to regulate biotechnology required the 

creation of an intricate regulatory maze that required the creation of a specialised 

committee to coordinate activities across the federal agencies involved. While this 

approach did allow regulation to occur much earlier than if a specific statutory regime 

had been developed, it did so at the cost of considerable complexity. The diversity of 

statutes and overlapping jurisdictions meant that the degree of oversight could vary 

considerably between agencies and statutes for the same product. Accordingly, '[t]his 

could create a situation where under one statute a transgenic organism is inadequately 

regulated while under another it is overregulated.'211  The OSTP addressed this situation 

in 1992 by restricting the scope of regulatory oversight. Federal agencies were instructed to 

210  To admit the unique character of the risks posed by genetic engineering may have provided 
justification for adopting more precautionary and potentially restrictive regulatory regimes not 
just in the US, but elsewhere. Such a situation could have also justified the use of more 
stringent segregation and labelling regimes, and ultimately may have reduced the capacity to 
conduct trade in GMOs and the competitiveness of US businesses. 

211 Board on Agriculture and Natural Resources, Environmental Effects of Transgenic Plants: The Scope 
and Adequag of Regulation (2002) 50. 
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only exercise oversight of GMOs when there was evidence indicating an 'unreasonable' 

risk. 212  Moreover, this complexity invited inter-agency conflict as attempts are made to 

assert jurisdiction over biotechnology products that fell within the ambit of one or more 

agency.213  

More recently, appeals that biotechnology regulation be based upon sound science have 

been made by the US — particularly in the context of the EC — Biotech case. It is ironic 

that these appeals point to the US regulatory framework as an example, when, as argued 

above, the Coordinated Framework was born of political pragmatism rather than a 

process whereby scientific evidence was evaluated and then used to inform policy that 

was based upon shared values and ethics. If these appeals were to be accepted, then 

following the US approach, this would mean that new laws governing biotechnology are, 

for the most part, unwarranted and unjustified. However, the decision not to implement 

any new regulation is surely as political as the decision to implement regulation. The 

difference is that the latter will necessarily entail greater debate and scrutiny as laws are 

vetted through parliamentary or congressional processes, while the former allows 

political decisions and motives to remain obscured behind the cloak of 'sound science'. 

However, in the context of the history of US regulation of biotechnology perhaps this 

was the point. 

Moreover, the US has largely been successful in gaining international acceptance of this 

approach, except of course in the EU. As is discussed in Chapter II, this approach, that 

'sound science' dictates that minimal regulation for biotechnology is required, runs 

counter to the European experience. It is these differences in approach to the regulation 

of biotechnology that have precipitated the EC — Biotech dispute. The US has pursued a 

regulatory agenda that downplayed the risks, emphasised the benefits, and used science 

212  Unreasonableness was to be determined by weighing the value involved in reducing the risk 
though regulatory oversight against the cost involved in such oversight. If the value of 
reducing the risk though oversight is greater than the cost of oversight, then the risk is 
considered unreasonable. Moreover, the OSTP reiterated that the proper focus of regulation 
was to remain the characteristics of biotechnology products and not the process by which 
they were produced. See Board on Agriculture and Natural Resources, Environmental Ejects of 
Transgenic Plants: The Scope and Adequag of Regulation (2002) 50; Office of Science and 
Technology Policy, 'Exercise of Federal Oversight Within Scope of Statutory Authority: 
Planned Introductions of Biotechnology Products into the Environment' (1992) 57 Federal 
Register 6753-6762. 

213  For example see Norman L Rave Jr, 'Interagency Conflict and Administrative Accountability: 
Regulating the Release of Recombinant Organisms' (1989) 77 Geogetown Law Journal 1787. 
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to obfuscate what essentially has been a political exercise. As discussed in Chapter II, the 

European experience has been very different. 
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I 	Introduction 

The purpose of this Chapter is to provide further context to the challenge faced by the 

World Trade Organization (WTO) Panel in resolving the European Communities — Biotech 

Productsl (EC — Biotech) dispute by charting the development of regulation for GMOs in 

the European Community (EC). 

Through an exploration of the development of the various EC institutions and laws that 

were instrumental in shaping Europe's approval regime for genetically modified 

organisms (GM0s) it will become apparent that EC regulation in this policy sphere was 

not simply the result of an ad hoc or reactionary response. Rather, like in the United States 

(US), the EC's response to GMOs was embedded in historical, social and political forces 

which influenced the development of law and policy in this area. However, unlike in the 

US, this process has been imbued with a strong 'social rationality' 2  particularly in regard 

to the role of risk in the formation of the Community's policies. This has resulted in an 

outcome that differs significantly to that in the US: where the US policy has sought to 

enable and encourage the development of biotechnology through a relatively permissive 

regulatory regime (i.e. the Coordinated Framework — and the concept of substantial 

equivalence), the EC's directives and regulations on the deliberate release, contained use 

and labelling and traceability of GM0s, are characterised by precaution and a process-

based focus. To develop a greater understanding of the factors that precipitated the BC—

Biotech dispute and an appreciation of the directives and regulations at issue in the 

dispute, this Chapter will trace the development of Community environmental law and 

the regulation of GMOs in the EC. 

As was the case in regard to the examination of the development of the US's regulatory 

framework in Chapter I, the discussion will focus on the regulation of agricultural and 

European Communities — Biotech Products, WTO Doc WT/DS291/R, WT/DS292/R, 
WT/DS293/R (2006) (Report of the Panel) ('EC— Biotech'). 

2 Kerr, borrowing this term from G E Isaac, uses it to refer to how the European Union (EU) 
has allowed non-scientific concerns to explicitly inform the basis for `operationalizing the 
Risk Analysis Framework'. See William A Kerr, 'Comment on Van den Belt: Biotechnology, 
the US-EU dispute and the Precautionary Principle' in J H H Wesseler, (ed.), Environmental 
Costs and Benefits of Transgenic Crops (2005) 199, 200. 
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food biotechnology. Accordingly, Part A will begin by providing an outline of the 

significant developments in the formation of EC environmental law. As will become 

apparent, the institutional and legal changes at the Community level were significant 

influencing factors in the development of the EC's response to GMOs. In this regard, 

the environmentally related changes made by the Single European Act3  (SEA) will be 

discussed, before turning to examine the changes made by the Treao on European Union4 

(TEU) and Treaty of Amsterdam. 5  One of the most significant changes in this regard was 

the increasing reliance and eventual adoption of the precautionary principle as a principle 

of Community law. Accordingly, Part B will examine the foundations of the 

precautionary principle before turning to consider its application in Community law. Part 

C then turns to explore the development of Community regulation of GMOs. As this 

topic covers considerable territory, Part C is divided into four sections. Section 1 will 

canvass some of the political manoeuvring within the Commission that took place as the 

EC's regulatory response to GMOs began to take shape. The result of this political 

process — the Community's first deliberate release directive — will be outlined in Section 

2. Section 3 will then highlight some of the social factors that served to galvanize public, 

and hence political, concern over the regulation of GMOs in the EC. This concern 

subsequently translated into the re-casting of Community regulations on GM0s, which 

are explored in Section 4. 

A 	Community laws 

The Single European Act: The European Community and Environment 

Prior to 1986, the EC lacked a specific legal basis to regulate in the environmental 

sphere. However, membership in the EC 6  had doubled from the original six member 

3 Single European Act OJ L 169/1 (1987) ('SEA). 
4 Treaty  on European Union, opened for signature 7 February 1992 [1992] OJ C 224, 1 (entered 

into force 1 November 1993) ('TEU'). 
5 Treaty of Amsterdam Amending the Treaty on European Union, the Treaties Establishing the European 

Communities and Related Acts, opened for signature 2 October 1997 [1997] OJ C 340, 173 
(entered into force 1 May 1999). 

6 The European Community originally consisted of the European Coal and Steal Community 
(ECSC) created in 1952 by the Treaty Establishing the European Coal and Steel Community, opened 
for signature 18 April 1951, 261 UNTS 140 (entered into force 25 July 1952) (ECSC Treaty). 
The ECSC Treaty expired on 23 July 2002; the European Atomic Energy Community 
(Euratom) created by the Treaty Establishing the European Atomic Energy Community, opened for 
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states to 12, 7  and this necessitated adjustments to the Community's structure and 

procedures. In that same year, the SEA8  was signed. 9  The SEA, which effected the first 

major revision of the Treaty Establishing the European Economic Communiolo (EEC Treaty), 

contained important amendments that paved the way for future European integration — 

including a commitment that signatories 'adopt measures with the aim of progressively 

establishing the internal market... '11  by the end of 1992. 12  More importantly however in 

terms of the future regulation of biotechnology, the SEA also gave the European 

Economic Community (EEC) several new areas of competence which were added as 

new titles in Part Three of the EEC Treaty. The two most relevant additions in this 

regard were Title VI on 'Research and Technology Development', 13  which provided 

support for the development of European scientific and technological industries, and 

Title VII on the Environment'. 14  

In regard to the environment, the addition of Title VII to the EEC Treaty was significant 

as it provided a solid legal foundation18  for the Community to act upon concerns about 

signature 25 March 1957, 298 UNTS 140 (entered into force 1 January 1958) (Euratom 
Treaty'); and the European Economic Community (EEC) by the Treao Establishing the European 
Economic Community, opened for signature 25 March 1957, 298 UNTS 11 (entered into force 1 
January 1958) (EEC Treaty'). 

7 Membership now included Denmark, Ireland, the United Kingdom, Greece, Portugal and 
Spain. 

8 Single European Act OJ L 169/1 (1987). 
9 The SEA was a compromise solution to the unpopular 1984 draft treaty on European union. 

See 0 F Robinson, T D Ferguson and W M Gordon, European Legal Histog (3rd ed, 2000) 313. 
10 opened for signature 25 March 1957, 298 UNTS 11 (entered into force 1 January 1958) (EEC 

Treaty') (also known as the Treaty of Rome). 
11 Single European Act OJ L 169/1 (1987) Article 8A. 
12 To facilitate this objective (as well as to enhance decision-making ability in . other areas) the 

SEA altered the voting procedures of the Council by replacing the requirement for unanimity 
with a qualified majority procedure in most instances. Importantly, this meant that measures 
adopted in order to create the internal market could no longer be vetoed by any single nation. 
The SEA also enhanced the powers of the European Parliament by instituting the 
'cooperation procedure' which established a second reading of legislation where the Council 
acted by qualified majority, except in instances where environmental matters were involved. 

7 3 Single European Act OJ L 169/1 (1987) Article 24. 
14 Single European Act OJ L 169/1 (1987) Article 25. Article 25 inserted Articles 130r, 130s and 

130t into the EEC Treaty. This is not to imply that the EC did not concern itself with 
environmental policy (or research and development for that matter) prior to the SEA. The 
EC adopted its first 'environmental action programme' in 1973 (see OJ C 112 (1973)). 
However, it was not until the amendments made to the Treaty of Rome by the SEA that such 
polices were directly incorporated into EC law. See Damien Geradin, Trade and the 
Environment: A Comparative Study of EC and US Law (1997) 77-79; European Commission 
Directorate-General XI, European Community Environment Legislation Vol 3: Chemicals, Industrial 
Risks and Biotechnology (1996) xviii-xxiii. 

15 The Community cannot act upon a matter without a treaty-based power to do so. 
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environmental 'externalities'. For example, the EC now had the legislative power to 

combat environmental problems such as the rise in greenhouse gas production and 

increased air, noise and water pollution, (which ironically were exacerbated by the general 

increases in economic activity associated with the development of the common 

market.16) As a specific legal basis for Community action on the environment was lacking 

prior to the introduction of Title VII, environmental protection had been addressed 

through 'a dynamic interpretation of the [EEC] Treaty...' 17  which had provided the basis 

for the development of early environmental directives. 18  Additionally, key decisions of 

the European Court of Justice affirmed the importance and validity of the pursuit of 

environmental protection objectives by the Community despite the lack of a clear legal 

foundation for such measures in the EEC Treaty. 19  Thus, at this early juncture in the 

Community's development, a somewhat strained interpretation of the EEC Treaty was 

necessary in order for the Community to take action in the environmental domain. The 

amendments effected by the SEA were an attempt to rectify this situation, not only 

through the introduction of Title VII, which constituted the environment as a distinct 

area of Community policy, but also through mandating that the Commission must 'take 

16 I.e. trade-related scale effects. On the effects of increased trade on the environment see 
generally, Gene M Grossman and Alan B Krueger 'Environmental Impacts of a North 
American Free Trade Agreement' in P Garder (ed), The U.S.-Mexico Free Trade Agreement 
(1993); Sanford E Gaines, 'Triangulating Sustainable Development: International Trade, 
Environmental Protection, and Development' (2002) 32 Environmental Law Reporter 10318; 
Sanford E Gaines, 'Rethinking Environmental Protection, Competitiveness, and International 
Trade' (1997) University of Chicago Legal Forum 231, 231-232; Werner Antweiler, Brian R 
Copeland and M Scott Taylor, 'Is Free Trade Good for the Environment?' (2001) 91(4) The 
American Economic Review 877. 

17 Using Article 100 EEC (changed to Article 94 by the Treaty of Amsterdam — allowing the 
Council to pass legislation to harmonize national laws that affect the functioning of the 
common market) and Article 235 (changed to Article 308 by the Treao of Amsterdam — 
allowing the Council to take action over matters deemed necessary for the attainment of the 
goals of the Community, but for which the `[t]reaty has not provided the necessary powers.') 
These articles provided the basis for a substantial amount of Community environmental 
legislation on matters such as air, water and noise pollution, hazardous wastes and animal and 
plant protection. See Richard H Steinberg, The Greening of Trade Law: International Trade 
Oigankations and Environmental Issues (2002) 120-121. 

18 Two such early measures were Council Directive 85 / 337 / EEC of 27 June 1985 on the Assessment of 
the Effects of Certain Public and Private Projects on the Environment [1985] OJ L 175/40 
(Environmental Impact Assessment Directive) and Council Directive 79/ 409 I EEC of 2 April 
1979 on the Conservation of Wild Birds [1979] OJ L 103/1, see Jane Holder and Maria Lee, 
Environmental Protection, Law and Polign Text and Materials (2007) 159. 

19 See, for example, Commission v Italy 91/79 [1980] ECR 1099 on the Community's competence 
to legislate on environmental matters under Article 100 EEC; see also Procureur de la Republique 
v Association de Defense Des Brilleurs D'huiles Usagies (ADBHU) (C-240/83) [1985] ECR 531, on 
the relationship between the environment and other Community objectives before the SEA 
inserted Title VII into the Trea of Rome. 

75 



A CRITICAL ANALYSIS OF EC - BIOTECH 

as a base a high level of protection' when proposing measures to establish the internal 

market that related to health, safety and environmental and consumer protection.20  

Significantly, the SEA also introduced amendments to the EEC Treaty requiring that 

environmental protection actions be integrated into other Community policies, such as, 

for example, agriculture, and now, biotechnology. 21  Article 130r(1) (inserted by Article 25 

SEA into the EEC Treaty) required that: 

'Action by the community relating to the environment shall have the 

following objectives: 

(1) to preserve, protect and improve the quality of the 

environment, 

(2) to contribute towards protecting human health, 

(3) to ensure a prudent and rational utilization of natural 

resources.'22  

The environmental objectives of Article 130r(1) above were conditioned by the principles 

set out in Article 130r(2), which stipulated that le]nvironmental protection requirements 

shall be a component of the Community's other policies'. Thus the principle of 

'environmental integration', which requires the Directorate-Generals 23  (DGs) to take 

20 Single European Act OJ L 169/1 (1987) Article 18 (inserting Article 100a(3) into the EEC 
Treaty). Under this Article, members states were permitted to adopt more stringent measures 
than those proposed by the Commission. 

21 Single European Act OJ L 169/1 (1987) Article 25 (inserting Article 130r(1) into the EEC 
Treaty). 

22 Single European Act OJ L 169/1 (1987) Article 25 (inserting art 130r(1) into the EEC Treaty). It 
should be noted that some of the language and the numbering of these provisions has 
subsequently changed. For example, the wording of Article 130r(1) was changed by the Treao ,  
on European Union, opened for signature 7 February 1992 [1992] 03 C 224, 1 (entered into 
force 1 November 1993) (TEU') and is now found in Article 174, which reads: 
1. 	Community policy on the environment shall contribute to pursuit of the following 

objectives: 
—preserving, protecting and improving the quality of the environment, 
—protecting human health, 
—prudent and rational utilisation of natural resources, 
—promoting measures at international level to deal with regional or worldwide 

environmental problems. 
23 Directorate Generals constitute departments within the European Commission responsible 

for particular issue areas within the European Union. They are somewhat analogous to 
ministries within the Westminster system in that they are responsible for formation of policy 
and application of laws in their respective fields. 
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account of environmental considerations in policy formation, was first formally 24 

introduced into EC law. 

These changes made by the SEA in terms of environmental regulation were further 

enhanced through a resulting upward harmonization of Community laws. Prior to the 

changes made by the SEA, there was considerable variance in the level of protection 

afforded by member state environmental regulation. However, as Christoforou explains, 

under the changes made by the SEA (Article 100a(4)), member states were able to 

implement higher levels of protection than those proposed by the Commission. 25  

However, in an effort to discourage further fragmentation of Community laws, 

'Community legislation in the areas of health and environmental protection tended to 

pre-empt national action by choosing very high levels of protection.' 26  

In terms of the environmental protection, the changes made by the SEA were of 

fundamental importance to the subsequent development and practice of EC law and 

policy. The introduction by the SEA of general principles of environmental protection 

into the EC brought environmental considerations to the fore of Community law 

making, and, by so doing, changed the nature of the debate about the role of the 

environment in Community law and practice. 27  According to Sands, 

The SEA transformed the somewhat marginal body of 

environmental policy and law into one of central importance, 

bringing environmental considerations to bear in previously 

24 The principle that environmental considerations should be integrated into other areas of 
Community policy was first introduced in 1983 through the Third EC Environmental Action 
Program. However, it was not part of Community law until the amendments made to the 
EEC Treaty by SEA took effect in 1987. 

25 This was intended to 'counter-balance' the new qualified majority voting procedure 
introduced in Article 100a SEA. See Theofanis Christoforou, 'The Regulation of Genetically 
Modified Organisms in the European Union: The Interplay of Science, Law and Politics' 
(2004) 41(3) Common Market Law Review 637, 685. 

26 Theofanis Christoforou, 'The Regulation of Genetically Modified Organisms in the European 
Union: The Interplay of Science, Law and Politics' (2004) 41(3) Common Market Law Review 
637, 685. 

27 Stephen Weatherill and Paul Beaumont, EU Law (3rd ed, 1999) 1036. Weatherill and 
Beaumont go on to note that although the incorporation of the environment into treaty law 
was of fundamental importance, this does not mean that prior to its inclusion the EU was not 
active in this field. 
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unimaginable ways on areas of the law including corporations, tax, 

financial services, broadcasting, and civil procedure.28  

2 	The Next Step: The European Union and the European Community 

The next major step in the evolving integration of the EC took place in 1992 at 

Maastricht. The two most significant changes made at Maastricht were the creation of the 

European Union (EU) through the TEU 29  (also referred to as the Maastricht Treaty) and 

amendments made to the EEC Treaty, which was renamed the Treaty Establishing the 

European Communiyo (EC Trea0). This meant that the EEC was now the EC. Prior to the 

Maastricht Treao, the term European Community was commonly used to refer to all three 

European Communities (the EEC, the European Coal and Steal Community (ECSC) and 

the European Atomic Energy Community (Euratom)) however, after the changes made 

at Maastricht the term is now used to specifically refer to the successor to the EEC. 31  

Article 1 of the TEU proclaims that the European Union is 'founded upon the European 

Communities' and is 'supplemented by the policies and forms of cooperation' 32  

contained in the Treaty itself, or more specifically, the 'policies and forms of cooperation' 

contained in Title V and Title VI of the Treaty. These Titles form the legal basis for the 

28 Philippe Sands, 'European Community Environmental Law: The Evolution of a Regional 
Regime of International Environmental Protection' (1991) 100 Yale Lanlournal 2511, 2515. 

29 TreaO on European Union, opened for signature 7 February 1992 [1992] OJ C 224, 1 (entered 
into force 1 November 1993). The numbering of the Articles in the TEU (and the Treao 
Establishing the European Community [1992] OJ C 224, 6 ('EC Treaty')) were altered by the TreaO 
of Amsterdam Amending the Tread on European Union, the Treaties Establishing the European 
Communities and Related Acts, opened for signature 2 October 1997 [1997] OJ C 340, 173 
(entered into force 1 May 1999) ('Amsterdam Treap?). Further amendments were effected by 
the Treao of Nice Amending the TreaO on European Union, the Treaties Establishing the European 
Communities and Certain Related Acts, opened for signature 26 February 2001 [2001] OJ C 80, 1 
(entered into force 1 February 2003) (`Treao of Nice'). Attached to the TreaO of Nice was the 
Consolidated Versions of the TreaO on European Union and of the TreaO Establishing the European 
Community [2002] OJ C 325, 1 (entered into force 1 February 2003) ('Consolidated Treaties'). For 
the sake of simplicity, all references to the EC Treaty or the Maastricht TreaO will be to the 
numbering contained in the Consolidated Treaties unless otherwise noted. 

30 Treaty Establishing the European CommuniO [1992] 0.] C 224, 6. 
31 See Stephen Weatherill and Paul Beaumont, EU Law (3rd ed, 1999) 11. After the changes 

made by the Treao of Maastricht there were four main treaties: the Treao on European Union 
(Maastricht Treaty); the European Community Treaty (EC Treaty); the European Coal and Steel 
Community Treao (ECSC Treaty) although the ECSC Treao expired in 2002; and European 
Atomic Energy Community (Euratom Treap). The European Union, as is discussed below, is 
comprised of three foundational elements, and has more political than legal significance: see P 
S R F Mathijsen, A Guide to European Union Law (2007) 3. 

32 TreaO on European Union, opened for signature 7 February 1992 [1992] OJ C 224, 1 (entered 
into force 1 November 1993) Article 1. 
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Communities' activities in the fields of foreign policy and security; policy areas which had 

remained outside of the 'purview' of the EC Treaty as member states could not agree 

upon their incorporation. 33  

Titles V and VI of the TEU form the second 34  and third 35  pillars of the 'three pillars' of 

the Community — a concept introduced by the TEU. 36  The first pillar is the European 

Communities themselves, with the EC as the dominant entity. Binding these pillars 

together (or the pediment on top of the pillars to complete the image of the façade of a 

Greek temple upon which this analogy is based) are the elements common to all three 

pillars: the Common Provisions (Articles 1 to 7) and the Final Provisions (Articles 46 to 

53) of the TEU; the shared institutional structures such as the Council, Commission and 

European Parliament and the various legislative procedures of the EC. 

3 	Maastricht, Amsterdam and the Environment 

Beyond the creation of the EU and the EC, the TEU and subsequent amendments made 

by the Treaty of Amsterdam 37  introduced several other important changes in terms of the 

development of Community environmental laws and principles. These changes reflected 

the growing 'mainstreaming', or 'greening', of environmental policy through both the 

integration and promotion of environmental principles in Community law. 

For example, Maastricht introduced through Article 3(k) of the EC Treaty (building upon 

the changes made by the SEA) a 'policy sphere of the environment' as one of the 

activities of the Community. More importantly however, the changes made to Article 

130r under the environment title saw the introduction of the precautionary principle into 

community law. (The significance of this development is discussed further below 

beginning at p 85). Further, Article 2 of the EC Treaty listed among the tasks of the 

Community, the promotion of 'sustainable and non-inflationary growth respecting the 

33 Anthony Arnull, Alan Dashwood, Malcolm Ross and Derrick Wyatt, Wyatt and Dashwood's 
European Union Law (4th ed, 2000) 15. 

34 The second pillar consists of the Common Foreign and Security Policy (Title V, Articles 11 to 
28 ex Article J.1 to J.18 Maastricht Treaty). 

35  The third pillar consisted of justice and home affairs however, it was amended by the Treaty of 
Amsterdam and now consists of Provisions on Police and Judicial Cooperation in Criminal 
Matters (Title VI, Articles 29 to 42 ex Articles K.1 to K.17). 

56  See Anthony Arnull, Alan Dashwood, Malcolm Ross and Derrick Wyatt, Wyatt and Dashwood's 
European Union Law (4th ed, 2000) 15. 

37 Treaty of Amsterdam Amending the Treaty on European Union, the Treaties Establishing the European 
Communities and Related Acts, opened for signature 2 October 1997 [1997] OJ C 340, 173 
(entered into force 1 May 1999). 
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environment'38  (emphasis added). However, the phrasing of this Article was criticised as 

not sufficiently incorporating the concept of sustainable development into Community 

law. This criticism was based on concerns that 'sustainable.. .growth' could be 

interpreted as 'sustained growth' thereby compromising the goal of environmental 

protection.39  

The changes made by the Treaty of Amsterdam40  to the TEU, largely addressed this 

criticism. Article 1 of the Treaty of Amsterdam amended Article B of the TEU to include a 

commitment to achieve 'balanced and sustainable development' as one of the goals of 

the Community. 41  The requirement that the Community conduct itself in accordance 

with the principle of sustainable development was also inserted into Article 2 of the EC 

Treaty, which required the Community to promote the 'sustainable development of 

economic activities' and a 'high level of protection and improvement of the quality of the 

environment.'42  The reference to sustainable development as one of the principles of the 

Community in both the TEU and the EC Treaty was an acknowledgement of the link 

between economic growth (one of the main goals of greater European integration) and 

the effect of that growth on the (natural) resources upon which development is 

dependant. 43  In order to promote the goal of sustainable development, Article 6 of the 

EC Trea (inserted by the Treaty of Amsterdam) elevated the environmental integration 

requirement first introduced through the SEA, to a principle of Community law. In other 

words, environmental protection requirements were to be integrated into the 

implementation of Community policies and activities in most areas including 

biotechnology.44  

38 Treaty on European Union, opened for signature 7 February 1992 [1992] OJ C 224, 1 (entered 
into force 1 November 1993) Article 2. 

39 See Peter G G Davies, European Union Environmental Law (2004) 27. 
40 Treaty of Amsterdam Amending the Treaty on European Union, the Treaties Establishing the European 

Communities and Related Acts, opened for signature 2 October 1997 [1997] OJ C 340, 173 
(entered into force 1 May 1999). 

41 Treaty on European Union, opened for signature 7 February 1992 [1992] OJ C 224, 1 (entered 
into force 1 November 1993) Article 2 (ex Article B). 

42 Treaty Establishing the European Community [1992] OJ C 224, 6, Article 2. 
43 See, for example, Lee who discusses the nature of the relationship between 'sustainable 

development' and 'economic growth' within the Community and concludes that the debate 
surrounding these concepts has largely avoided a discussion of the inherent conflict between 
these two objectives: Maria Lee, EU Environmental Law: Challenges, Change and Decision-Making 
(2005) 35-36. 

" Treao Establishing the European Community [1992] OJ C 224, 6, Article 6. See EC Treaty Article 3 
for a list of Community activities subject to the environmental protection requirement in 
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4 	Conclusion 

The inclusion of the environmentally related principles instituted by the SEA, has 

provided 'a framework for the process of legal reasoning' 45  which has influenced the 

development of community laws. Importantly, with the changes made by the Maastricht 

Treaty and the Treaty of Amsterdam, spurred the growth of environmentally related 

principles and concepts within the acquis communautaire. 

Further, according to Christoforou, 

the abolition of internal controls on free movement made inevitable 

an upward surge (or drift) in the adoption of levels of health and 

environmental protection in the Community that are even higher 

than those previously applied by the Member States, in order to 

maintain the cohesion and competitiveness of the internal market. 46  

This emphasis on the environment within the development of Community law, has, 

through its harmonising effect, led to an increasing appreciation of environmental issues 

amongst Europeans. In turn, the development of Community environmental law has 

been influenced by this increased appreciation of environmental issues amongst the 

Community's citizens. 

European attitudes towards the regulation of biotechnology can be, at least partially, 

understood in this context. Increased awareness of the environmental and safety issues 

posed by biotechnology has influenced European opinions on the matter, which in turn 

has led to increased responsiveness of amongst law-makers — particularly in the 

aftermath of the 'crises of legitimacy' brought about by the regulatory failures and crises 

related to, inter alia mad cow disease. (The effect of mad cow disease as well as other 

food safety scares are outlined below at p 106). This symbiotic relationship between the 

development of EC law and member states' citizens' perceptions and attitudes towards 

Article 6. However, the integration requirement has been difficult to implement — particularly 
in light of the 'vertical and segmented' structure of the Commission's Directorate Generals. 
See Jane Holder, Maria Lee, Environmental Protection, Law and Polig: Text and Materials (2007). 
On the integration principle generally, see Martin Unfried, 'The Cardiff Process: the 
Institutional and Political Challenges of Environmental Integration in the EU' (2000) 9(2) 
Review of European Community and International Environmental Law 112. 

45 Maria Lee, EU Environmental Law: Challenges, Change and Decision-Making (2005) 26. 
46 Theofanis Christoforou, 'The Regulation of Genetically Modified Organisms in the European 

Union: The Interplay of Science, Law and Politics' (2004) 41(3) Common Market Law Review 
637, 685. 
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the environment in general and biotechnology in particular, has, over time, led to an 

increasingly cautious regulatory approach. The manifestation of this can be seen in the 

rise of the status of the precautionary principle within EC law. 

Precautionag Considerations 

Throughout the 1980s and 1990s, there was a growing international use of the 

precautionary principle as an environmental protection tool, and in 1992 the principle 

was incorporated into Community law in Article 174(2) to the EC Treao. The principle 

now informs Community policy and regulation in the spheres of environment and, 

importantly, health and food safety, and is therefore an integral part the EC's regulation 

of biotechnology. The principle's development and meaning in general, and its 

application as a principle of EC law therefore warrants closer consideration. 

1 	The Precautionag Principle Generally 

The discourse concerning the development of the precautionary principle usually takes as 

its starting point the German environmental concept of Vorsorgeprin#p, which translates 

roughly into precaution, and its articulation in the 1974 German Federal Emission Protection 

Act.48  Broadly speaking, the precautionary principle allows anticipatory protective 

measures to be taken (usually in the context of the environment or health) despite a lack 

of scientific certainty regarding the extent or nature of a potential risk. The most widely 

47 There is some discussion in the scholarship on whether precautionary action should properly 
be characterised as a precautionary approach or principle. See for example, Jacqueline Peel, 
'Precaution — a Matter of Principle, Approach or Process?' (2004) 5(2) Melbourne Journal of 
International law 483; Gregory Conko, 'Safety, Risk and the Precautionary Principle: Rethinking 
Precautionary Approaches to the Regulation of Transgenic Plants' (2003) 12(6) Transgenic 
Research 639; Deborah C Peterson, 'Precaution: principles and practice in Australian 
environmental and natural resource management' (2006) 50(4) Australian Journal of Agricultural 
and Resource Economics 469, 474; Markus W Gehring and Marie-Claire Cordonier Segger, 
'Precaution in World Trade Law: The Precautionary Principle and its Implications for the 
World Trade Organization' (Research Paper, Centre for International Sustainable 
Development Law, 2003) 16. This thesis will adopt the language of the relevant sources under 
discussion. 

48 Bundesimmissionsschutzgesetz - BImSchG, Article 5.2. See also Markus W Gehring and 
Marie-Claire Cordonier Segger, Precaution in World Trade Law: The Precautionary Principle 
and its Implications for the World Trade Organization, (Research Paper, Centre for 
International Sustainable Development Law, 2003), [2.1]. See also Peel who notes that the 
claim that the principle originated in Germany is disputed. Jacqueline Peel, 'Precaution — a 
Matter of Principle, Approach or Process?' (2004) 19 Melbourne Journal of International Lan) 483, 
484, fn 1. 
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quoted version of the principle is that contained in Principle 15 of the Rio Declaration, 

which states: 

In order to protect the environment, the precautionary approach 

shall be widely applied by States according to their capabilities. 

Where there are threats of serious or irreversible damage, lack of full 

scientific certainty shall not be used as a reason for postponing cost-

effective measures to prevent environmental degradation. 49  

This statement of the principle is generally regarded as a weaker50  version, in that it 

simply implies that uncertainty is not a reason for postponing cost-effective action, i.e. 

'uncertainty does not justify inaction'. 51  Toward the other end of the spectrum, Wiener 

and Rogers note that stronger versions 52  of the principle are grounded in the idea that 

'uncertainty justifies action'. 53  The differences between weak and strong versions centre 

on questions of the triggering factors for invoking the principle, the allocation of the 

burden of proof, and the action taken to protect against the risk in question. 54  

However, quite beyond the relative merits of weak or strong versions of the principle, 

critics argue that, among other things, 55  the very fact that the precautionary principle is 

49 Report of the United Nations Conference on Environment and Development (Rio de Janeiro, 
3-14 June 1992), UN Doc. A/CONF.151/26/ (Vol. I), Annex I, Rio Declaration on Environment 
and Development, Principle 15 ('Rio Declaration'). 

50 See for example, Linda Cameron, 'Environmental Risk Management in New Zealand — Is 
There Scope to Apply a More Generic Framework?' (Policy Perspectives Paper 06/06, New 
Zealand Treasury, 2006) 12. 

51  Jonathan B Wiener and Michael D Rogers, 'Comparing precaution in the United States and 
Europe' (2002) 5(4) Journal of Risk Research 317, 320-321. 

52 An example of an often cited stronger version is the Wingspread definition: '[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 the activity, rather than the public, should bear 
the burden of proof. The process of applying the Precautionary Principle must be open, 
informed and democratic and must include potentially affected parties. In must also involve 
an examination of the full range of alternatives, including no action.' See Carolyn 
Raffensperger and Joel Tickner (eds), Protecting Public Health and the Environment: Implementing the 
Precautionag Principle (1999) 353-354. 

53  Jonathan B Wiener and Michael D Rogers, 'Comparing precaution in the United States and 
Europe' (2002) 5(4) Journal of Risk Research 317, 321. 

54 See Steve Maguire and Jaye Ellis, The Precautionary Principle and Global Chemical Risk 
Management: Some Insights from the Case of Persistent Organic Pollutants' (2003) 41 Greener 
Management International 33, 35-37. 

55 For instance there a common criticism of the principle is that it can unnecessarily stifle 
innovation. See for example, Henry I Miller and Gregory Conko, 'The protocol's illusionary 
principle' (2000) 18 Nature Biotechnology 360, 360. 
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susceptible to such variations in definition 56  points to its lack of coherence and its 

vagueness; attributes which make it unhelpful as a legal or regulatory tool. 57  This 

argument is also commonly advanced to demonstrate that precautionary principle has 

not yet crystallised into a principle of 'general or customary international law'. 58  However, 

as Peel points out, 'diversity in its formulation does not undermine the overall coherence 

of the precautionary concept' and that such diversity reinforces 'the context-dependant 

nature of precautionary decision-making.' 59  

Another criticism levelled at the principle is that it essentially entails a value judgement: 

'the precautionary principle merely expresses a subjective attitude of fear against risk 

taking, and therefore can neither be confirmed nor falsified by scientific studies.' 68  In 

answering this criticism, Sandin et al point out that claims that precautionary measures 

should only be applied when there is scientific proof of harm, i.e. claims that the 

precautionary principle should not really be applied at all, are equally based upon value 

judgments. These judgements pertain to the 'identification' that the level of evidence 

believed necessary to warrant precautionary action is equal to the level of evidence 

necessary for scientific proof— a moral judgement — and the determination of 'the level of 

evidence required for scientific proof' —which is 'based on epistemic and possibly also 

56 Sandin catalogues 19 different versions in both literature and legal contexts: See Per Sandin, 
'Dimensions of the Precautionary Principle' (1999) 5(5) Human and Ecological Risk Assessment 
889, Appendix II. 

57 See for example Mark Geistfeld, 'Implementing the Precautionary Principle' (2001) 31 
Environmental Law Reporter 11326, 11326; Gary P Sampson, 'Risk and the WTO' in D 
Robertson, and A Kellow (eds), Globalkation and the Environment: Risk Assessment and the 11/TO 
(2001) 20; Doaa Abdel Motaal, 'Is the World Trade Organization Anti-Precaution?' (2005) 
39(3) Journal of World Trade 483, 484. 

58 See for example the discussion in EC — Biotech regarding the status of the principle in 
international law, which largely quotes the Appellate Body in EC — Hormones: EC — Biotech, 
WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the Panel) para 
7.87, fn 260. 

39  Jacqueline Peel, The Precautionag Principle in Practice: Environmental Decision-Making and Scientific 
Uncertainty (2005) 18. The overall coherence of the principle is, according to Sandin, evidenced 
by four dimensions that are common to all versions precautionary principle. These 
dimensions are (1) a threat dimension (which concerns the possibility of a threat); (2) an 
uncertainty dimension (which concerns the limits of knowledge); (3) an action dimension 
(which concerns the response to the threat), and (4) a command dimension (which concerns 
the manner in which action is prescribed): see Per Sandin, 'Dimensions of the Precautionary 
Principle' (1999) 5(5) Human and Ecological Risk Assessment 889, 891. 

60 See Per Sandin, Martin Peterson, Sven Ove Hansson, Christina Ruden and Andre Juthe, 'Five 
Charges Against the Precautionary Principle' (2002) 5(4) Journal of Risk Research 287, 294. 
Sandin et al identify several other common criticisms, namely, that the precautionary principle 
is ill-defined, absolutist, leads to increased risk-taking, and is unscientific or marginalises the 
role of science. 
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moral values.'61  So, rather than deny that the precautionary principle involves value 

judgments, Sandin et al argue that to the extent that it does involve such judgements, the 

same can be said of 'its rivals'. 62  

It is perhaps this very fact, that the precautionary principle makes explicit the values 

upon which it is based, which leads to such polarised views over its use and usefulness. 

According to Myers, 'Pie precautionary principle embodies certain values; it exposes the 

contradictory values that currently govern decision-making processes; it can be effective 

only if certain values are allowed to enter into the decision-making process.' 63  

2 	The Precautionag Principle in Action in the EC 

The precautionary principle is not defined in EC Treaty. Article 174(2) simply states that, 

'Community policy on the environment.., shall be based on the precautionary principle 

and on the principles that preventative action should be taken...' 64  However, subsequent 

European case 1aw65  and a comprehensive Communication 66  on the principle from the 

European Commission has provided guidance as to its definition and application in EU 

law. For example, in Pfizer Animal Health SA v CounciP the Court of First Instance made 

several important general observations on the application of the principle by Community 

institutions.68  

The case involved an EC regulation that banned the use of particular antibiotics in 

animal feed. The regulation came about due to concerns over the possible effects in 

humans of using certain growth-promoting antibiotics in animals, namely, that their use 

could lead to the development of antibiotic resistant bacterial strains which could then 

61 Ibid, 295. 
62 Ibid. 
63  Nancy Myers, 'The Precautionary Principle Puts Values First' (2002) 22(3) Bulletin of Science, 

Technology and Society 210, 213. 
64 Treaty Establishing the European Community [1992] OJ C 224, 6, Article 174(2). 
65  A number of European cases have considered the application of precaution in the EU. See 

for example, Case C-180/96 United Kingdom v Commission [1998] ECR 1-2265, [100]; Case C-
157/96 National Farmers' Union and Others [1998] ECR 1-2211, [64]; Case T-199/96 Bergaderm 
and Goupil v Commission [1998] ECR 11-2805; Case C-352/98 P Bergaderm and Goupil v 
Commission [2000] ECR 1-5291. 

66 Communication from the Commission on the Precautionag Principle,  2 February 2000 (COM) (2000). 
67 Case (T-13/99) Pfizer Animal Health SA v Council [2002] ECR 11-3305 ('Pfize?). See also 

Alpbarma v Council of the European Union (T-70/99) [2002] ECR 11-3495, which involved the 
same issues. 

68  For a good over view of the precautionary principle in Community law see Nicolas de 
Sadeleer, 'The Precautionary Principle in EC Health and Environmental Law' (2006) 12(2) 
European Law Journal 139. 
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render certain antibiotic treatments ineffective in humans. The regulation was adopted on 

a precautionary basis, as, at the time, there was no conclusive link between the use of 

growth promoting antibiotic animal feed additives and the development of antibiotic 

resistance in humans. 69  Pfizer, the producer of virginiamycin, an additive banned under 

the regulation, applied to have the regulation annulled as far as its product was 

concerned. 

In its decision, the Court affirmed that when there is scientific uncertainty as to the 

existence or extent of a risk, Community institutions could take protective measures 

'without having to wait until the reality and seriousness of those risks become fully 

apparent.'70  Importantly, the Court went on to observe that in situations involving 

scientific uncertainty which warranted the application of the principle, 'a risk assessment 

cannot be required to provide the Community institutions with conclusive scientific 

evidence of the reality of the risk and the seriousness of the potential adverse effects 

were that risk to become a reality.' 71  In other words, the Court recognised that it was not 

a precondition of the application of the principle in EC law that a risk assessment 

conclude with certainty the nature of the risk or the likelihood of its occurrence. The 

Court concluded that `...the Community institutions were entitled to take a preventive 

measure... even though, owing to existing scientific uncertainty, the reality and the 

seriousness of the risks to human health associated with that use were not yet fully 

apparent.'72  

This highlights one of the difficulties in the application of the principle: is a risk that is 

merely hypothetical enough to warrant the principle's application, or does there need to 

be a certain amount (or lack thereof) of scientific evidence of the risk in order for the 

principle to be invoked, and if so, what is considered sufficient scientific evidence in this 

regard? This issue, the role and degree of scientific evidence as an underlying basis for 

invoking the principle, is fundamental to the principle's conception and application. 73  In 

69 Case (T-13/99) Piker Animal Health SA v Council [2002] ECR 11-3305, [113]. 
70 Ibid. [139]. 
71 Ibid, [142]. 
72 Ibid, [140]. 
73 If, for example, an approach is adopted that requires there to be 'sufficient scientific evidence' 

of a risk before the principle may be invoked and sufficiency is equated with a high degree of 
scientific certainty, this may indeed negate the purpose of the principle altogether if it is 
accepted that the purpose of the precautionary principle is to allow measures to be taken in 
situations where there is scientific uncertainty. On the other hand, if the precautionary 
principle may be invoked without any scientific evidence as to the existence of a risk, this 
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Pfier, the Court considered that 'the taking of measures, even preventive ones, on the 

basis of a purely hypothetical risk is particularly inappropriate...'74  The Court went on to 

explain that the precautionary principle properly applies in situations where there is a risk 

(which the Court defined as the probability of an adverse consequence occurring in 

regard to interests that are safeguarded by law) that is not based upon mere hypothesis, 

but is one that has nevertheless yet to be fully demonstrated. This is also the approach 

adopted by the Appellate Body in European Communities Measures Concerning Meat and Meat 

Products ormones) (EC — Hormones) . 75  

This explanation of the application of the precautionary principle, while clearly rejecting 

the notion that a merely hypothetical risk is sufficient to invoke the principle, still leaves 

unanswered the crucial question of what threshold of evidence of a risk must be 

demonstrated before the principle can be utilised. In this regard, other European 

decisions have attempted to formulate a framework for the consistent application of the 

precautionary principle. For example, in Commission of the European Communities v Kingdom of 

Denmark, 76  Advocate General Mischo considered that a risk that was 'plausible' was. . 

sufficient to warrant the application of the principle by a member state at least as far as - 

the protection of public health was concerned. Importantly, according to the Advocate:: 

General, the discretion of member states to apply precautionary measures (i.e. the 

threshold of uncertainty at which the principle may be invoked) increases with the. 

amount of uncertainty concerning the risk. 77  The Opinion delivered by Advocate General 

Misch° attempted to deal with the problem of the threshold of scientific uncertainty 

required before the principle may be invoked by focusing on the level of uncertainty in a 

given case and equating it to the appropriateness of the measures adopted. A plausible 

opens the door for accusations of politicisation of risk regulation, and, in trade terms, 
protectionism. European courts have grappled with this important issue and have reached 
different (yet similar) conclusions on how best to provide an operational framework for the 
principle that gives effect and certainty to the principle's application by Community 
institutions and member states. 

74 Case (T-13/99) pfker Animal Health SA v Council [2002] ECR 11-3305, [145]. 
75 WTO Doc WT/DS26/AB/R (1998) (Report of the Appellate Body) ('EC — Hormones); 

European Communities — Measures Concerning Meat and Meat Products (Hormones), WTO Doc 
WT/DS26/R/ USA (1997) (Report of the Panel) ('BC— Hormones') para 186. BC— Hormones 
involved a ban instituted by the EC on the importation of meat and meat products that had 
been treated with growth promoting hormones. Both Canada and the US complained that the 
ban was contrary to several provisions of the SPS Agreement. 

76 Case (C-192/01) Opinion of Mr Advocate General Mischo delivered on 12 December 2002, 
Commission of the European Communities v Kingdom of Denmark [2003] ECR 1-09693 [102]. 

77 Ibid. 
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risk matched with a high degree of uncertainty of the possible outcomes may warrant the 

application of the principle. 

In its decision however, the Court considered that the principle should be applied b y  

member states as follows: 

A proper application of the precautionary principle presupposes, in 

the first place, the identification of the potentially negative 

consequences ... and, secondly, a comprehensive assessment of the 

risk ... based on the most reliable scientific data available and the 

most recent results of international research. 

Where it proves to be impossible to determine with certainty the 

existence or extent of the alleged risk because of the insufficiency, 

inconclusiveness or imprecision of the results of studies conducted, 

but the likelihood of real harm to public health persists should the 

risk materialise, the precautionary principle justifies the adoption of 

restrictive measures 78  (references omitted). 

The above quote can be interpreted as endorsing the implementation of precautionary 

measures based upon any amount of scientific uncertainty provided that there is a 

likelihood of real harm — i.e. the Court's decision still leaves open the question of 

sufficiency. However, this difficulty in providing a framework for the application of the 

principle within EC law is perhaps reflective of its 'context-dependant nature' 79  more 

than its ineffectiveness, as its critics would argue. 

3 	Conclusion 

While courts may encounter difficulties in providing concise interpretations of the finer 

nuances of the precautionary principle, the central premise, that uncertainty should not 

prevent precautionary measures from being implemented, has become an integral part of 

78 Case (C-192/01) Judgment of the Court of 23 September 2003, Commission of the European 
Communities v Kingdom of Denmark [2003] ECR 1 -09693 [511452]. 

79  Jacqueline Peel, The Precautionary Principle in Practice: Environmental Decision-Making and Scientific 
Uncertainty (2005) 18. 
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environmental (and health) protection in the EC. Indeed, as noted, the principle now 

informs all of the Community's environmental policy. 80  

As is discussed below, early Community regulation of GMOs did not explicitly 

incorporate the principle into the regulatory measures that were designed to address the 

risks posed by this developing technology. Nevertheless, these regulations were 

considered to be precautionary in nature, and when forced to revise Directive 90/220 on 

the Deliberate Release into the Environment of Genetically Modified Orgamirms 81  (Directive 

90/220), the precautionary principle was explicitly incorporated into the European 

approval regime for GMOs. 

Early Developments in Community Biotechnology Polig and Regulation 

1 	Introduction 

The important changes in European environmental law introduced by the SEA, 

coincided with the emergence of biotechnology on the European regulatory landscape. 

However, in relation to biotechnology, the increasing environmental emphasis in 

European law posed somewhat of a conundrum. As Falkner notes, the early 

development of biotechnology regulation in the EU 'was driven by two conflicting 

imperatives embedded within the EU's core values: the promotion of economic growth 

and competitiveness, on the one hand, and the protection of human health and the 

environment, on the other.' 82  The question then was which values would prevail: 

economic growth and competitiveness or human health and the environment insofar as 

the regulation of biotechnology was concerned? 

80  Now see the Consolidated version of the Treaty on European Union, OJ C 115, 09/05/2008, 
Article 191(2). See also Wybe Th Douma, The Precautionary Principle in the European 
Union' (2000) 9(2) Review of European Community and International Environment Law 132, 133-134. 

81 Council Directive 90 / 220/ EEC of 23 April 1990 on the deliberate release into the environment of 
genetically modified organisms, OJ L 117, of 8/5/1990 (Directive 90/220'). The discussion below 
will focus mainly on Directive 90/220 as this was one of the Directives in dispute in EC — 
Biotech. 

82 Robert Falkner, 'The European Union as a "Green Normative Power"? EU Leadership in 
International Biotechnology Regulation' (Working Paper Series No 140, Center for European 
Studies, 2006) 7. 
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2 	Early Regulation: Which fray Forward? 

Initially, in the late 1970s, DG83  XII (Research and Development, Science) took the 

regulatory lead in relation to biotechnology, proposing a Council Directive for the 

regulation of recombinant DNA (rDNA) research which would have required 

notification and authorisation procedures to be followed. However, this proposal was 

eventually withdrawn, and in its place a non-binding Council Recommendation 

containing notification procedures for rDNA research being conducted within the 

Community was passed by the European Parliament. 84  Patterson notes that the 

substitution of the proposed Council Directive for a non-binding Recommendation was 

due, as was the relaxation of the National Institutes of Health (NIH) Guidelines 85  in the 

US, to the belief that the fears associated with rDNA research at the time had been 

exaggerated. 86  Thus, what is apparent then from the early stages of development of 

rDNA regulation is in Europe is that the situation was somewhat similar to that in the 

US, where non-binding Guidelines had been preferred to the introduction of specific 

legislation. 

(a) 
	

Regulatog Oversight: Directorate Generals go to Battle 

As was the case in the US however, by the mid 1980s further developments in genetic 

technology, for example, the necessity to undertake field rather than laboratory 

experiments involving rDNA, required Community legislators to a new look at 

appropriate forms• of regulation. It was at this juncture that struggles over not only the 

appropriate focus of future biotechnology regulation, but also over the proper allocation 

of responsibility for oversight began to percolate through the EC's regulatory strata. 

Several DGs within the Commission were involved in regulation and policy development 

that directly concerned or related to biotechnology. In this regard, Patterson notes that 

the result of this horizontal distribution of regulatory responsibility was that there were 

83 See fn 23 above for a brief explanation of the role of Directorate Generals within the EU 
political system. 

84 Lee Ann Patterson, 'A Comparison of Biotechnology Regulatory Policy in the United States 
and the European Union' (Paper prepared for the bi-annual meeting of the European 
Community Studies Association, Pittsburgh Pennsylvania, June 2-6, 1999) 4-5. 

85 National Institutes of Health, 'NM Guidelines for Research Involving Recombinant DNA 
Molecules' (1976) 41 Federal Register 27902, 27903. See p 35 above. 

86 Lee Ann Patterson, 'A Comparison of Biotechnology Regulatory Policy in the United States 
and the European Union' (Paper prepared for the hi-annual meeting of the European 
Community Studies Association, Pittsburgh Pennsylvania, June 2-6, 1999) 5. 
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multiple policy frameworks at play in the early development of biotechnology policy in 

the EC,87  which made policy coordination all the more challenging. The emphasis of 

these frameworks varied according to the disposition of the relevant DG from 

precautionary (i.e. a more conservative approach) to preventative (i.e. a less conservative 

approach) • 88  

For example, DG XII had responsibility for developing policy for both bio-safety and 

biotechnology related research programmes. The view taken within DG XII was that 

relevant existing legislation was adequate for the regulation of genetic technologies. As 

was discussed in Chapter I (see pp 58-65 above), this was also an important belief that 

underpinned the development of the Coordinated Framework89  in the US. Moreover, 

DG XII supported the regulation of the end products of the application of genetic 

technologies rather than the process by which these products were created. According to 

Patterson, DG XII's stance toward biotechnology regulation was explained by the fact 

that administrators in DG XII were 'in close contact' with scientists who did not believe 

that the hazards posed by rDNA research warranted specific regulation. 90  Essentially, the 

position of DG XII regarding regulation of biotechnology was similar to that of the 

United States Food and Drug Administration (FDA) and the United States Department 

of Agriculture (USDA) noted in Chapter I (see pp 55-56 above). The result being that 

87 See Lee Ann Patterson, 'Regulating Biotechnology in the European Union: Institutional 
Responses to Internal Conflict Within the Commission' (Paper prepared for the bi-annual 
meeting of the European Community Studies Association, Seattle Washington, May 29-June 1 
1997) 18. 

88  The issue of precaution in EC law is discussed above at pp 85-89. As for the difference 
between precautionary and preventative measures, while the former seeks to minimize 
potential harm in the face of scientific uncertainty, the latter seeks to stop a specific harm 
from occurring. See James Cameron, 'The Precautionary Principle' in G P Sampson and 
Bradnee Chambers (eds), Trade, Environment, and the Millennium (1999) 247. Therefore, 
preventative measures tend to be less conservative than their precautionary counterparts in 
that they are usually implemented once a particular risk concern has been proven. See Lee 
Ann Patterson, 'Regulating Biotechnology in the European Union: Institutional Responses to 
Internal Conflict Within the Commission' (Paper prepared for the hi-annual meeting of the 
European Community Studies Association, Seattle Washington, May 29-June 1 1997) 17. 

89 Office of Science and Technology, 'Coordinated Framework for Regulation of Biotechnology' 
(1986) 51 Federal Register 23302. 

90 Lee Ann Patterson, 'Regulating Biotechnology in the European Union: Institutional 
Responses to Internal Conflict Within the Commission' (Paper prepared for the bi-annual 
meeting of the European Community Studies Association, Seattle Washington, May 29-June 1 
1997) 18. These views were similar in tone to that taken by scientists in the US. See for 
example, Winston J Brill, 'Safety Concerns and Genetic Engineering in Agriculture' (1985) 
227(4685) Science 381, 381. 
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within DG XII a preference for a preventative approach to biotechnology regulation was 

the preferred option. 

In contrast, DG XI (Environment) was inclined toward a more precautious approach to 

the regulation of biotechnology. 91  This inclination was based, in part at least, upon the 

perception that as biotechnology products were produced through novel techniques, 

specific regulation was required in order to minimise any potential negative impacts. This 

was particularly so in light of increasing public concern over the use of genetic 

technologies. 92  This more cautious approach to regulation in DG XI mirrored somewhat 

the position advocated by the US Environmental Protection Agency (EPA) prior to the 

development of the Coordinated Framework. 93  

Further, The changes being introduced by the SEA precipitated a 'turf war' of sorts 

amongst several DGs for control over biotechnology policy. As the EC can only enact 

directives and regulations when granted authority by the relevant treaty, 94  the addition of 

the environment through Title VII and research and technology development through 

Title VI created new bases for the development of community laws. For example, DG 

XII referred to Article 130f: 'Mlle Community's aim shall be to strengthen the scientific 

and technological basis of European industry and to encourage it to become more 

competitive at international level' 95  to support its claim to policy development 

competence in this area. DG XI on the other hand, pointed to Article 130r(1) to justify 

its participation in the development of biotechnology policy. 96  

91 Patterson also notes that DG III (Industry) and DG VI (Agriculture) which both had roles in 
regulating certain aspects of biotechnology both adopted a preventative rather than 
precautionary stance and were of the opinion that new legislation was not needed. See Lee 
Ann Patterson, 'Regulating Biotechnology in the European Union: Institutional Responses to 
Internal Conflict Within the Commission' (Paper prepared for the bi-annual meeting of the 
European Community Studies Association, Seattle Washington, May 29-June 1 1997) 21-22. 

92 'bid, 20. 
93 See pp 54-55 above. 
94 See Margaret R Grossman and A Bryan Endres, 'Regulation of Genetically Modified 

Organisms in the European Union' (2000) 44(3) American Behavioral Scientist 378, 385. 
95 

 
Single European Act OJ L 169/1 (1987) Article 24 (inserting Title VI into the EEC Treaty). 
Now see Treao Establishing the European Community [1992] OJ C 224, 6 Article 163. 

96 Lee Ann Patterson, 'Regulating Biotechnology in the European Union: Institutional 
Responses to Internal Conflict Within the Commission' (Paper prepared for the hi-annual 
meeting of the European Community Studies Association, Seattle Washington, May 29-June 1 
1997) 23-25. 
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(b) Additional Concerns 

In addition to the challenges posed by these differences within the relevant DGs, the 

European Commission was under pressure from other sources to develop a co-ordinated 

policy for biotechnology. For example, Szczepanik notes that due to structural 

constraints, the EC was placed at a competitive disadvantage internationally in respect of 

biotechnology,97  and this was something that the Commission wanted to address. 98  

Additionally, and perhaps of more concern, was the fact that EC member states were 

adopting their own regulatory frameworks with significantly varying degrees of oversight 

— which could have potentially led to a 'highly fragmented system of regulations within 

the Common Market.'99  

(c) The BSC 

In 1984 the Commission had formed the Biotechnology Steering Committee (BSC), 

which was tasked with establishing and coordinating communication between relevant 

DGs. However, the BSC was mainly established to provide an inter-DG forum for

•  discussion rather than as a policy advisory body, and eventually it was discontinued due 

to poor attendance. 100  However, before its dissolution, the BSC had established another 

committee, the Biotechnology Regulation Inter-service Committee (BRIC) which was 

charged with drafting biotechnology-related legislation. The BRIC was comprised of 

representatives from relevant DGs including, among others, DG XI and DG XII. This 

Committee had more success than the BSC, and it eventually 'became the center of 

biotechnology regulations within the Commission' 101  and in 1986 the Commission 

submitted a proposal to the Council entitled 'A Community Framework for the 

97  Valerie Szczepanik, 'Regulation of Biotechnology in the European Community' (1993) 24(2) 
Law and Polig in International Business 617, 620. 

98  Lee Ann Patterson, 'A Comparison of Biotechnology Regulatory Policy in the United States 
and the European Union' (Paper prepared for the bi-annual meeting of the European 
Community Studies Association, Pittsburgh Pennsylvania, June 2-6, 1999) 8-9. 

99  For example, Denmark had passed strict legislation that focused on biotechnological 
processes, whereas France and the UK had put in place systems that relied primarily upon 
self-regulation. See Gregory C Shaffer and Mark A Pollack, 'Regulating Between National 
Fears and Global Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 
10/04, Jean Monnet Program NYU School of Law, 2004) 17. 

100  Lee Ann Patterson and Tim Josling, 'Regulating Biotechnology: Comparing EU and US 
Approaches' (Paper presented at the Western Economic Association International 76th annual 
conference, San Francisco, July 8, 2001) 8. 

101  Ibid. 
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Regulation of Biotechnology.'102  The regulatory framework proposed in the 

communication was directed at regulating both the contained use of GMOs and their 

deliberate release into the environment. Importantly, the framework addressed 'potential 

hazards' associated with GMOs rather than known risks. (As is argued below, this was in 

keeping with the increasing role that precaution was playing in the development of 

Community policy and legislation, particularly in respect of the environment). Despite 

this precautionary tone however, it was believed that such a framework 'would enhance 

the development of GMO technology in the Community, protect humans and the 

environment, and eliminate internal market fragmentation: 103  

(d) DG XI: Drafting the Directives 

Subsequently, DG XI took the lead in drafting proposed directives to implement the 

1986 framework. This consisted of drafting two proposed directives; one on the 

contained use of GMOs and another on their deliberate release. 104  In 1988, the 

Commission proposed two directives based upon DG XI's drafts, and these eventually 

became Directive 90 / 219 on the Contained Use of Genetically Modified Microorgamirms 105  and 

Directive 90 / 220 on the Deliberate Release into the Environment of Genetically Modified 

Otgamirms. 106  The Commission's proposal for a deliberate release directive (Directive 

90/220), like the proposed regulatory framework that preceded it, emphasised the need 

to harmonise regulations in the Community pertaining to biotechnology. The 

Commission also advocated a case-by-case assessment which was based upon the process 

involved, i.e. the use of genetic technology rather than the characteristics of the end 

102  European Commission, 'A Community Framework for the Regulation of Biotechnology' 
Communication from the Commission to the Council, COM(86) 573, final (4 November 
1986). 

103  See Margaret R Grossman and A Bryan Endres, 'Regulation of Genetically Modified 
Organisms in the European Union' (2000) 44(3) American Behavioral Scientist 378, 392-393. 

104  Patterson and Josling note that the fact that DG XI took control of the drafting process led 
to subsequent criticism after their promulgation which in turn led to the establishment of the 
Biotechnology Coordination Committee (BCC). See Lee Ann Patterson and Tim Josling, 
'Regulating Biotechnology: Comparing EU and US Approaches' (Paper presented at the 
Western Economic Association International 76th annual conference, San Francisco, July 8, 
2001) 9. 

105  Council Directive 90 / 219 / EEC of 23 April 1990 on the contained use of genetically modified micro-
otganirms, OJ L 117 of 8/5/1990. 

106  Council Directive 90/ 220/ EEC of 23 April 1990 on the deliberate release into the environment of 
genetically modified organisms, OJ L 117, of 8/5/1990 (Directive 90/220'). The discussion below 
will focus mainly on Directive 90/220 as this was one of the Directives considered in EC — 
Biotech. 
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product. 107  Thus, the EC's preferred approach to regulating GMOs stood in contrast to 

the approach adopted in the US under the Coordinated Framework. As Shaffer and 

Pollack note, this did not go unnoticed by the US government, which criticised the 

proposed directives as being unnecessarily strict and arbitrary, 'particularly insofar as they 

proposed to regulate all GMOs regardless of the characteristics of the products to which 

they gave rise.' 108  

That DG XI was the chosen to draft the deliberate release directive is unsurprising given 

the subject matter and its relevant expertise.I 09  However, DG III (Industry) was handed 

co-responsibility for drafting the contained use directive alongside of DG XI. Despite 

this, DG XI ended up drafting the majority of both proposed directives with little input 

from outside. 110  In relation to the proposed directive on contained use (Directive 

90/219), one result of DG XI's involvement was that the legal basis for the proposed 

directive was changed from Article 100a to Article 130s of the EEC Treatyill thereby 

locating the legal foundation under the environment chapter. The result of this was that 

underlying objective of the directive shifted from the goal of creating an internal market 

to the protection of the environment and human health and `[t]his allowed the 

107  Gregory C Shaffer and Mark A Pollack, 'Reconciling (or Failing to Reconcile) Regulatory 
Differences: The Ongoing Transatlantic Dispute Over the Regulation of Biotechnology 
(Paper prepared for presentation at the Workshop on the New Transatlantic Agenda and the 
Future of Transatlantic Economic Governance, European University Institute, Florence, 18- 
19 June 2004) 9. It should be recalled that a 'product based approach' assumes that the 
process used to create the end-product does not affect the product in any substantial way. 
Therefore, regulation should be aimed at (or triggered by the end-product itself, rather than 
the process used in creating the end-product. Conversely, under a process oriented approach, 
it is the process used in creating a product — in this case the application of genetic engineering 
— that triggers regulatory oversight. 

108  Gregory C Shaffer and Mark A Pollack, 'Regulating Between National Fears and Global 
Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 10/04, Jean Monnet 
Program NYU School of Law, 2004) 19. 

109  See Lee Ann Patterson, 'Regulating Biotechnology in the European Union: Institutional 
Responses to Internal Conflict Within the Commission' (Paper prepared for the bi-annual 
meeting of the European Community Studies Association, Seattle Washington, May 29-June 1 
1997) 29. 

110 Ibid, 29-32. 
111  EEC Treaty, opened for signature 25 March 1957, 298 UNTS 11 (entered into force 1 January 

1958) Article 100a, Article 130s. Article 100a (now see EC Treaty Article 95) dealt with the 
harmonization of laws, Article 130s allowed the Council to make environmental decisions 
(under certain conditions) when it acted unanimously. This procedure has been subsequently 
amended (now see EC Treaty Article 175). 
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Environment Ministers to take a more precautionary approach' 112  and allowed members 

states to implement more stringent legislation. 13  

(e) 	Conclusion 

What is apparent, then, in the early development of the Community's biotechnology 

policy? Beyond the internal conflict between various stakeholders and difficulties in co-

ordinating policy that touched upon so many issue areas, what eventually emerged was an 

approach that was essentially different than that taken in the US. EC regulation of 

biotechnology was charcterised by an emphasis on precaution and was triggered by the 

process involved rather than orientated toward regulating the end-product. 114  While there 

were certain parallels in the process of developing regulatory controls for GMOs in EC 

and the US, the end result of these processes differed significantly. In the US, as was 

discussed in Chapter I, the Environmental Protection Agency (EPA) had advocated a 

more process and precautionary approach to regulation which echoes the approach of 

DG XI. However, in the US, those advocating minimal legislative interference 

overshadowed the EPA's preferred approach; the eventual result being the Coordinated 

Framework, which does not rely upon new or specific legislation to regulate GMOs and 

is based upon the idea that there is no difference between biotech and non-biotech 

products for regulatory purposes. In the EC however, contestation over appropriate 

controls for GMOs was dominated by DG XI — the result being that in 1990, the 

European Council, largely following the Commissions proposal, adopted Council 

Directive 90/220. 113  As is discussed below, Directive 90/220 introduced a strict 

horizontal regime governing the deliberate release of GMOs in the EC which was 

triggered by the use of genetic engineering, that is, it was process-based. 

112  Lee Ann Patterson, 'Regulating Biotechnology in the European Union: Institutional 
Responses to Internal Conflict Within the Commission' (Paper prepared for the bi-annual 
meeting of the European Community Studies Association, Seattle Washington, May 29-June 1 
1997) 32-33. 

113  See Biotechnology Coordination Committee, A Comparison of the Regulatog Framework and 
Research Polio Efforts on Modern Biotechnology in the EC and the USA, Commission of the 
European Communities, 5 (copy on file with author). 

114  See for example, Marielle D Matthee, 'Case Notes: Greenpeace v France, Case 6/99 
(Genetically Modified Maize Case)' (2000) 9(2) Review of European Communio and International 
Environment Law 192, 192. 

115  Council Directive 90/ 220/ EEC of 23 April 1990 on the deliberate release into the environment of 
genetically modified organirms, OJ L 117, of 8/5/1990. The Directive entered into force on 23 
October 1991. The Council also adopted Council Directive 90/219/EEC of 23 April 1990 on 
the contained use of genetically modified micro-organisms, OJ L 117, 8/5/1990. 
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3 	The European Community's Regulation of CMOs: Council Directive 90 / 220 

(a) Introduction 

As noted, the contested political process concerning the regulation of GMOs in the 

European Community resulted in Council Directive 90/220 on the deliberate release of 

GMOs into the environment (and Directive 90/219 on contained use of GM0s). 

Directive 90/220, and its eventual replacement, Directive 2001/18 on the deliberate release into 

the environment of genetically modified oiganismsn 6  (Directive 2001/18) formed the backbone of 

the Community's GMO legislation and was central to the EC — Biotech dispute. As is 

discussed in Chapter IV, the Panel's interpretation of the nature of these measures 

allowed them to be classified as sanitary and phytosanitary (SPS) measures under the 

WTO Agreement on the Application of Sanitag and Phytosanitag Measures117  (SPS Agreeme0 — 

which has implications for the future scope of the application of that Agreement. 

Accordingly, the following section will set out in some detail some of the provisions and 

features of Directive 90/220 — particularly those that were retained by Directive 

2001/18. 

(b) How Directive 90 / 220 Worked 

Directive 90/220 set out complex, multi-level administrative procedures for the granting 

of approvals to deliberately release products containing GMOs into the environment or 

to place them on the market. As noted above, the approval procedures in Directive 

90/220 were 'process' rather than 'product' oriented. Therefore, oversight was triggered 

if the organism or product in question contained 'genetic material [that was] altered in a 

way that [did] not occur naturally by mating and/or natural recombination.' 118  

The goal of the Directive, as set out in Article 1, was to approximate the laws of the 

members states — i.e. to provide for the coherent set of procedures pertaining to the 

deliberate release of GMOs into the environment and for when placing such products on 

116  Council Directive 2001 /18 / EC of the European Parliament and of the Council of 12 March 2001 on the 
deliberate release into the environment of genetically modified organisms and repealing Council Directive 
90/ 220/ EEC, 0 J L 106/1,17/4/2001. 

117  Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex lA (Agreement on the 
Application of Sanitary and Phytosanitary Measures) 1867 UNTS 493 ('SPS Agreement'). 

118  See Biotechnology Coordination Committee, A Comparison of the Regulatory Framework and 
Research Paltry Efforts on Modern Biotechnology in the EC and the USA, Commission of the 
European Communities, 5 (copy on file with author) 8; Directive 90/220, OJ L 117, of 
8/5/1990, Article 2. 
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the on the market. 119  To achieve this goal the Directive was divided into four Parts: Part 

B pertained to deliberate releases of GMOs into the environment for research or 

development purposes (or for any other purpose other than placing the GMO on the 

market); Part C pertained to the placing on the market products containing GM0s; and 

Parts A and D contained general provisions and final provisions respectively. The 

Directive also contained several annexes that set out, among other things, the additional 

information that was required for the notification (explained below) or before placing a 

product on the market. 

Broadly speaking, under Directive 90/220 the approval process for both deliberate 

releases and the placing of GMOs on the market followed three phases: the national 

member state phase, the Community-level phase, and the final approval phase. 120  

Importantly, and in-keeping with its precautionary foundations, Article 4 of the Directive 

90/220 required member states to ensure that appropriate measures were taken to avoid 

adverse effects on human health or the environment which might have arisen from the 

deliberate release of GMOs or from placing them on the market. 

(i) 	Releasing GMOs into the Environment 

Under Article 5(1) of Directive 90/220, in order for a GMO to be released into the 

environment, a 'person' wishing to do so had to first submit a notification (hereafter 

application) to the relevant competent authority (CA) in the member state within whose 

territory the release was to take place. The requirements for the contents of the 

application were set out in Article 5(2)(a) and (b) and included information pertaining to 

the risks the GMO may pose (whether immediate or delayed) to human health or the 

environment. In addition, Article 5(2)(a) required that the application contain 

information of a more technical and detailed nature as specified in Annex II to the 

Directive. 121  

119  Directive 90/220, OJ L 117/15 of 8/5/1990, Article 1. The Legal basis for the Directive was 
Article 100a of the EEC Treaty). 

1" Marielle D Matthee, 'Case Notes: Greenpeace v France, Case 6/99 (Genetically Modified 
Maize Case)' (2000) 9(2) Review of European COMM11111.0 and International Environment Law 192, 
193. 

121  Annex II specified that detailed information must be provided in relation to several aspects of 
information relating to the GMO. These were, (i) the characteristics of (a) the donor, (b) the 
recipient or (c) (where appropriate) parental organism(s); (ii) characteristics of the vector; and 
(iii) characteristics of the modified organism. See Directive 90/220, OJ L 117, of 8/5/1990, 
Annex 11(11). 
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The next step in the approval process involved an assessment of the application for 

deliberate release by the relevant CA, which was to be completed within a 90-day 

period.122  The clock would stop however on the 90-day period if the CA was awaiting 

additional information from the applicant, or was conducting a public inquiry about the 

proposed release in accordance with Article 7. Additionally, during this period, the CA 

was to send a summary of the application (within 30 days of receipt of the application) to 

the European Commission, which would then forward the summary to the other 

members states for comment. 123  At the end of the 90-day period the CA was to notify the 

applicant (taking in to account comments made by other member states made in 

accordance with Article 9) whether they had been successful and accordingly whether the 

deliberate release could proceed — or not, as the case may be. 124  Importantly, Article 6(6) 

allowed the CA to reassess the application at any time in light of any subsequent 

information which indicated that there were significant risks posed by the release. 

At the end of the release authorisation period, the applicant was to send any information 

to the CA 'in respect of any risk to human health or the environment with particular 

reference to any kind of product that the notifier intends to notify at a later stage.' 125  

(ii) Placing GMOs on the Market 

As noted, Part C of Directive 90/220 pertained to the placing on the market of products. 

containing GMOs. The authorisation to place a product on the market would only be 

given where consent had been given to a notification as outlined above, or a risk analysis 

was conducted in respect of the product (as outlined in the Directive) and the product 

complied with the Directive's environmental risk assessment requirements. 126  

As in Part B, the applicant (i.e. manufacturer or importer) was to submit to the relevant 

CA a dossier containing the information set out in Annex II. Additionally, information 

pertaining to use and handling of the product and a proposal for labelling was to be 

included in the application. 127  Again, the CA then had 90 days to consider the application 

122  Directive 90/220, OJ L 117/15, of 8/5/1990, Article 6(2). 
123  Directive 90/220, OJ L 117/15, of 8/5/1990, Article 9. 
124  Directive 90/220, OJ L 117/15, of 8/5/1990, Article 6(2). 
125  Directive 90/220, OJ L 117/15, of 8/5/1990, Article 8. 
126  Directive 90/220, OJ L 117/15, of 8/5/1990, Article 11(1). 
127  Directive 90/220, OJ L 117/15, of 8/5/1990, Article 11(1). 
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and prepare a report. 128  In assessing the application, particular attention was to be given 

to the environmental risk assessment included with the application, 129  and if the CA 

determined that the application was not satisfactory, it was to notify the applicant and the 

procedure was ended. 139  

If, on the other hand, a favourable assessment of the application was made, then the 

procedure shifted to the Community level. As noted, the CA was to forward the dossier 

on to the Commission along with a statement of the conditions under which the CA 

proposed to allow the product to be placed on the market. 131  The Commission was to 

then forward the dossier to all other member states, 132  and if no objections were 

forthcoming from other member states within 60 days after it having been forwarded by 

the Commission, then the CA was to consent to the application and give notice of this 

consent to the Commission and the other members states. 133  

However, under Article 13(3), if an objection was raised to the application and a decision 

could not be reached among the competent authorities as to whether accept or reject the 

application, then the Commission was to make a decision in accordance with Article 21. 

Under Article 21, the Commission was to be assisted by a 'Regulatory Committee' 134  that 

was composed of representatives from the member states and was chaired by a 

representative from the Commission. The Commission was required to prepare a draft 

measure (assisted by its scientific committees 133) which was then submitted to the 

Regulatory Committee for a vote. The Committee voted, using the qualified majority 

procedure, 136  and the Commission was required to adopt the draft measure if it was in 

accordance with the opinion of the Committee. If this was not the case, or if the 

128 Directive 90/220, OJ L 117/15, of 8/5/1990, Article 12(2). Again, as was the case for 
deliberate releases, the clock would stop on the 90-day period if more information was 
required from the applicant. 

129  Directive 90/220, OJ L 117/15, of 8/5/1990, Article 12(1). 
130  Directive 90/220, OJ L 117/15, of 8/5/1990, Article 12(2)(b). 
131 Directive 90/220, OJ L 117/15, of 8/5/1990, Article 12(3). 
132  Directive 90/220, OJ L 117/15, of 8/5/1990, Article 13(1). 
133 Directive 90/220, OJ L 117/15, of 8/5/1990, Article 13(2). 
134  Regulatory Committees are founded upon Article 202 of the EC Treaty. They 'assist the 

Commission on the exercise of the powers delegated to it by the Council for the 
implementation of its acts.' EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, 
WT/DS293/R (2006) (Report of the Panel) fn 297. 

135  Gregory C Shaffer and Mark A Pollack, 'Regulating Between National Fears and Global 
Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 10/04, Jean Monnet 
Program NYU School of Law, 2004) 19. 

136 As set out in of the EEC Treaty, opened for signature 25 March 1957, 298 UNTS 11 (entered 
into force 1 January 1958) Article 148(2) (now Article 205 EC Treaty). 
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Committee gave no opinion, then the Commission was required to submit the measure 

to the Council of Ministers (the Council). The Council was then required to vote, by 

qualified majority, on whether to adopt or reject the Commission's measure within a 

specified timeframe of three months. If the Council took no action within that 

timeframe, the Commission was required to adopt the measure. 137  

Finally, and importantly, under Article 16 member states could adopt provisional 

'safeguard' measures to prevent the use and/or sale of a GMO in their territory if the 

member state had 'justifiable' reasons that demonstrated that an authorised GMO 

constituted a risk to human health or the environment. 

(c) 	Conclusion 

Under the Directive 90/220, which had 10-year life span, 18 GMOs were approved for 

commercial release in the EC — most of these following the qualified majority vote of the 

Regulatory Committee at the Community level as identified above.I 38  In other words, in 

most cases there were objections made by member states to the application for 

authorisation for placing the GMO on the market. However, these member state 

objections are perhaps unsurprising, for as is demonstrated below, the 1990s represented 

a time of considerable social concern about food safety and the environment in the EC. 

Additionally, the dissatisfaction with the adequacy of Directive 90/220 (and 90/219) 

began to ferment even before the Directives were in force. On the one hand, industry 

and some scientists viewed the Directives as overly burdensome and unnecessarily 

restrictive. 139  On the other hand some member states, perhaps in response to growing 

concerns over food safety and environmental issues amongst their citizens which are 

discussed below, came to view the approval regime as inadequate, 'particularly with 

137  Directive 90/220, OJ L 117/15, of 8.5.1990, Article 21. 
138  Theofanis Christoforou, 'The Regulation of Genetically Modified Organisms in the European 

Union: The Interplay of Science, Law and Politics' (2004) 41(3) Common Market Law Review 
637, 689; DG Environment, GMO Products Approved Under Directive 90/220/EEC as of 
March 2001, Europa, 
<http://ec.europa.eu/environment/biotechnology/authorised_prod_l.htm > at 8 March 
2008. 

139 Lee Ann Patterson, 'Regulating Biotechnology in the European Union: Institutional 
Responses to Internal Conflict Within the Commission' (Paper prepared for the bi-annual 
meeting of the European Community Studies Association, Seattle Washington, May 29-June 1 
1997) 38-40. 
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regard to the principles for risk assessment, labelling, and mandatory post-market 

traceability and monitoring.' 1 40  

As is evident from the foregoing outline of Directive 90/220, the approval of GMOs in 

the Europe was a fairly difficult and complex process and dissatisfaction with this initial 

regulatory regime for biotech products led to its replacement by Directive 2001/18 in 

March of 2001. 

According to Falkner, `[t]he 1990 regulations established for the first time a horizontal, 

process-oriented approach to regulating biotechnology in Europe, in sharp contrast to 

the more limited approach in the United States that presumed substantial equivalence 

between biotech and conventional products.' 141  Moreover, this regime was also primarily 

based upon a precautionary approach. 142  Some of the aspects of the policy development 

and regulatory processes that led to this outcome were discussed above. However, policy 

and regulation do not occur in a vacuum — they are often influenced by various factors 

including non-state actors, public opinion, and even particular events. In this regard, 

some of the social factors that were instrumental in shaping European regulation of 

biotechnology are outlined below. 

4 	Mad Cows and Poison Chickens 

(a) 	Introduction 

During the 1990s, there was considerable disagreement amongst the various stakeholders 

in the EC over the appropriate form and degree of regulation required for biotechnology. 

In particular, there was concern amongst some member states that the current 

regulations were inadequate. These concerns however, may not have been as acute were 

it not for the influence of several significant focusing events that would come to play a 

role in the shaping of subsequent law and policy in the EC. Unlike in the US, where 

focussing events such as Starlink corn failed to translate into legislative reforms despite 

140  Theofanis Christoforou, 'The Regulation of Genetically Modified Organisms in the European 
Union: The Interplay of Science, Law and Politics' (2004) 41(3) Common Market Law Review 
637, 690. 

141 Robert Falkner, 'The European Union as a "Green Normative Power"? EU Leadership in 
International Biotechnology Regulation' (Working Paper Series No 140, Center for European 
Studies, 2006) 9. 

142 Although the precautionary principle was not mentioned specifically in Directive 90/220, it 
was considered to be relevant by the European Court of Justice in regard to the Directive's 
application. See Association Greenpeace France and Others v Ministere de /Agriculture et de la Peche and 
others (C-6/99) [2000] ECR I-1651 ECR 1-6031, paras 40-44. 
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mobilising popular concern about the regulation of biotechnology, the events that took 

place in Europe during the 1990s served to further entrench opposition amongst the 

European public to GM0s 143  which translated into increasing stringency and regulatory 

precaution. In short, according to Shaffer and Pollack, the events that took place in 

Europe during the 1990s help explain, 

how the popular understanding of GM products in Europe became 

associated with consumer anxieties related to food safety crises, 

distrust of regulators and scientific assessments, disquiet over 

corporate control of agricultural production, ethical unease over 

genetic modification techniques, environmental concerns, and anger 

over the use by the United States of international trade rules to 

attempt to force "unnatural" foods on Europeans. 144  

(b) Food Scares 

As noted, several events took place in Europe during the 1990s that led to significant 

resistance to GMOs in Europe. 148  First, there were several food-related incidents in 

Europe that served to contributed to a general mistrust amongst European consumers as 

to the adequacy and reliability of food safety regulatory mechanisms and helped to foster 

a suspicion of official reassurances about the food supply. 146  Food 'scares' such as Bovine 

ipongiform encepholapathy (BSE) or 'Mad Cow Disease'147  (1996-2002 148) assisted by wide- 

143  See for example, Zeynep Kivilcim Forsman, 'Community Regulation of Genetically Modified 
Organisms: a Difficult Relationship Between Law and Science' (2004) 10(5) European Law 
Journal 580, 590-591. 

144  Gregory C Shaffer and Mark A Pollack, 'Regulating Between National Fears and Global 
Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 10/04, Jean Monnet 
Program NYU School of Law, 2004) 23. 

145  See, for example, Elsa Tsioumani, 'Genetically Modified Organisms in the EU: Public 
Attitudes and Regulatory Developments' (2004) 13(3) Review of European Community and 
International Environmental Law 279, 281. 

146 This was particularly the case in the aftermath of 'Mad Cow Disease'. See T Bernauer and L 
Caduff, 'Food Safety and the Structure of the European Food Industry' in Christopher Ansell 
and David Vogel (eds), What's the Beef?: The Contested Governance of European Food SafOr (2006) 
80, 80-81; Gregory C Shaffer and Mark A Pollack, 'Regulating Between National Fears and 
Global Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 10/04, Jean 
Monnet Program NYU School of Law, 2004) 21-22. 

147 Approximately 100 people died of illnesses related to BSE. See generally David Vogel, 'The 
politics of risk regulation in Europe and the United States' (Paper presented at Economie de 
l'environnement et developpement durable, Paris, 7 January 2003) 16-17, 
<http://www.iddri.org/Publications/Collections/Idees-pour-le-debat/ > at 14 February 
2008; Keith Vincent, 'Mad Cows' and Eurocrats—Community Responses to the BSE Crisis' 
(2004) 10(5) European Law Journal 499. 
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spread media coverage had a galvanizing effect on public perceptions in Europe of food 

regulation at both the national and EC leve1. 149  Significantly, initial risk assessments 

related to BSE were based upon information that was thought, at the time, to be 

sufficient 150  and United Kingdom (UK) officials initially downplayed the link between 

bovine BSE and Creutzfeldt—Jacob disease in humans. 151  However, UK government 

reassurances began to ring hollow and the adequacy of risk regulation questioned as the 

crises deepened. As Ansell and Vogel note, 137 British citizens have died due to illness 

related to BSE. 152  The regulatory failures related to BSE had a significant impact upon 

European attitudes towards GM foods. 153  

However, the BSE crises was not the only 'food scare' to have an impact upon the 

European public's perceptions of the adequacy of food regulation during this period. 

Dioxin contamination in poultry products from Belgium (1999),154 and Listeria in French 

148 Vogel notes that BSE was first detected in British cattle in 1982, and following a 'massive 
outbreak' in 1989-1990, the EU banned the consumption of meat from infected cattle. 
However, it wasn't until 1996, when the British government announced ten cases of 
Creutzfeldt—Jacob disease and linked these to BSE that the crises began in earnest. See David 
Vogel, 'The politics of risk regulation in Europe and the United States' (Paper presented at 
Economie de l'environnement et developpement durable, Paris, 7 January 2003) 16-17, 
<http://www.iddri.org/Publications/Collections/Idees-pour-le-debat/ > at 14 February 
2008. 

149  For example, Gaskell, Allum and Stares note a significant decline in 'trust' in organisations 
during the years 1996-1999, which 'parallels a steep decline in optimism about biotechnology 
... and in support for GM crops and GM foods.' George Gaskell, Nick Allum and Sally 
Stares, Europeans and Biotechnology in 2002, Euro barometer 58.0, (2nd ed., 21 March 2003) 33. 

150  See Laylah Zurek, 'The European Communities Biotech Dispute: How the WTO Fails to 
Consider Factors in the Genetically Modified Food Debate' (2007) 42(2) Texas International 
Lan, Journal 345, 358. 

151  Pew Initiative on Food and Biotechnology, U.S. vs. EU: An Examination of the Trade Issues 
Surrounding Genetically Modified Food (2005) 7, 
<http://pewagbiotech.org/resources/issuebriefs/useu.pdf > at April 2, 2007. 

152  Christopher K Ansell and David Vogel, What's the Beef?: The Contested Governance of European 
Food Safety (2006) 3. 

153 David Vogel, 'The politics of risk regulation in Europe and the United States' (Paper 
presented at Economie de l'environnement et developpement durable, Paris, 7 January 2003) 
16-17, <http://www.iddri.org/Publications/Collections/Idees-pour-le-debat/ > at 14 
February 2008. 

154 The contamination led to a temporary ban on all Belgium chicken, meat, and eggs and 
resulted in 30 countries issuing various combinations of warnings, advisories, and import 
bans. See generally Jean C Buzby and Ram Chandran, 'The Belgian Dioxin Crisis and Its 
Effects on Agricultural Production and Exports' in Jean C Buzby (ed), International Trade and 
Food Safe*:  Economic Theo° ,  and Case Studies (2003) 125. 
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meat products (1999-2000), 155  also served as focusing events leading to increased 

scepticism of science-based food regulation. 156  

These events were all major influencing factors leading to the reorganisation of the 

institutional structure of the EC food safety system. The formation of the Directorate-

General Health and Consumer Protection (DG SANC0 157) in the late 1990s — tasked 

with overseeing EC laws on food safety and consumer health among other things, and 

the European Food Safety Authority (EFSA) in 2002 — tasked with providing scientific 

advice on both food and feed safety through risk assessments and risk communication, 

both resulted from these events. 158  

(c) 
	

Other Relevant Factors: Cultural Factors and Current Events 

The strong public reaction in the EC to the food scandals of the 1990s that were 

influential in leading to the restructuring of the EC food regulatory regime, stand in 

contrast to the outcome of scandals such as Starlink in the US. While the human health 

consequences of BSE may help explain these differences, other significant factors may 

have also played a role in shaping European responses. 

First, as Echols notes, European attitudes toward food are infused with culture and 

tradition that can be traced back to the Middle Ages. 159  This means that Europeans tend 

to be more culturally conservative regarding food, and its regulation, than Americans. 

155  In two separate outbreaks of this food-borne disease in 1999, a total of seven adults and five 
infants died. See H de Valk et al, 'Two Consecutive Nationwide Outbreaks of Listeriosis in 
France, October 1999—February 2000' (2001) 154(10) American Journal of Epidemiology 944, 946- 
947. 

156  Grace Skogstad, 'Regulating Food Safety Risks in the European Union: a Comparative 
Perspective' in Christopher Ansell and David Vogel (eds), What's the Beef?: The Contested 
Governance of European Food Safe (2006) 213, 221. 

157 SANCO is a french acronym which stands for sante et consommateurs. 
158  See Erik Millstone and Patrick van Zwanenberg, 'The Evolution of Food Safety Policy—

making Institutions in the UK, EU and Codex Alimentarius' (2002) 36 Social Polig 
Administration 593, 603-604; See also Florence Bergeaud-Blackler, 'Institutional Report: 
European Union' (Working Paper No 4, Consumer Trust in Food: A European Study of the 
Social and Institutional Conditions for the Production of Trust, 2004); Laurie Buonanno, 'The 
Creation of the European Food Safety Authority' in Christopher Ansell and David Vogel 
(eds), What's the Beef?: The Contested Governance of European Food Safety (2006) 259. 

159 Marsha A Echols, 'Food safety regulation in the European Union and the United States: 
different cultures, different laws' (1998) 4 Columbia Journal of European Law 525, 528. See also 
Pew Initiative on Food and Biotechnology noting that `[h]istorically, Europeans seem to have 
a deeper cultural connection to their food than do most Americans.' See Pew Initiative on 
Food and Biotechnology Issue Brief, U.S. vs. EU: An Examination of the Trade Issues Surrounding 
Genetically Modified Food (2005) 8, <http://pewagbiotech.org/resources/issuebriefs/useu.pdf> 
at April 2, 2007. 
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Whereas technological advances in food production are generally viewed with scepticism 

in Europe, these same advances are more likely to be embraced in the US. 160  By and 

large, Europeans are more willing to accept food produced from 'traditional' methods, 

such as cheese produced from unpasteurised (or raw) milk, and meats that are cured 

using time-honoured methods, and are less accepting of newer food technologies such as 

irradiation and genetic modification. 161  On the other hand, Americans are generally 

sceptical of such traditional foods and methods 162  and are seemingly accepting of new 

technologies such as GM. 163  

These cultural factors may help explain not only European reactions to the food scandals 

of the 1990s that led to the structural reorganisation of food regulation in Europe, but 

may also help explain the resistance to the introduction of GMOs. 

Secondly, according to Shaffer and Pollack, two other events in the 1990s contributed to 

unease amongst European consumers regarding GMOs. The successful cloning of 

'Dolly' the sheep by Scottish scientists in 1996, helped focus attention on biotechnology 

and led to questions over the ethics involved in research in this area. 164  In that same year, 

the US and Canada brought a complaint at the WTO against the EC over its continued 

refusal to accept imports of meat and meat products that had been treated with growth-

inducing hormones. The EC ban was motivated by consumer concerns over the effects 

that hormone residues found in meat were having on children and women. A link was 

established between the presence of the hormone diethylstilbene (DSE) (which was 

found in several meat products) and premature sexual development and ovarian cancer 

in children. Moreover, this same hormone had also been linked to uterine and ovarian 

160  Marsha A Echols, 'Food safety regulation in the European Union and the United States: 
different cultures, different laws' (1998) 4 Columbia Journal of European Law 525, 528-529. 

161 Gregory C Shaffer and Mark A Pollack, 'Regulating Between National Fears and Global 
Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 10/04, Jean Monnet 
Program NYU School of Law, 2004) 13; C V Coburn, 'Out of the Petri Dish and Back to the 
People: A Cultural Approach to GMO Policy' (2005) 23 Wisconsin International Law Journal 283, 
294-296. 

162 See for example, Peter Hoffman, 'Cure me', New York Times (New York), 22/11/2006. Cf, 
however the trend toward 'illegal milk' in the US. See AFP, 'Illegal milk: the new US food fad' 
The Sydney Morning Herald (Sydney) 24 June 2008. 

163  Gregory C Shaffer and Mark A Pollack, 'Regulating Between National Fears and Global 
Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 10/04, Jean Monnet 
Program NYU School of Law, 2004) 13. However, note that this acceptance in the case of 
GM foods may simply be due to a lack of awareness about such foods in the US. 

164  Ibid, 21-22. 
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cancer in women. 165  Despite bans on the use of DSE, consumer fears over the effects of 

DSE and other hormones in meat led the EC to pass a number of directives 166  which 

culminated in the ban that was the subject of dispute in European Communities Measures 

Concerning Meat and Meat Products (Hormones) (EC — Hormones). 167  The EC — Hormones 

dispute was the first WTO case involving the newly adopted SPS Agreement and was 

indicative of the difficulties involved in reconciling domestic regulatory regimes, 

particularly those based upon precautionary measures, with WTO trade rules. 

Finally, as outlined below, there were also significant legal and institutional changes 

taking place in Europe at the time. These changes were part of what Falkner terms 'a 

gradual "greening" process' 168  that began, as we saw, in earnest during the 1980s with the 

changes made by the SEA. As discussed above, the next big steps in this process 

occurred in the 1990s however with the creation of the European Union (see above at pp 

78-81) and the incorporation of precautionary principle into Community law (see above 

at pp 85-88). These changes, while part of an on-going process, played an instrumental 

role in shaping public concern over the environment and biotechnology in general. 

5 	The New Regime: The Next Phase in Europe's Evolving GMO Regulations 

(a) 	The Beginnings of Dissent 

In 1996 the first genetically modified crops were imported and approved for marketing in 

Europe. 169  Significantly, these events took place shortly after the BSE scandal, outlined 

165  United Kingdom, Parliamentary Office of Science and Technology, Hormones in Beef, POST 
Note 127 (1999). 

166  Several earlier directives banning hormones in meat were replaced in 1996 by Council Directive 
96 / 23 / EC of 29 April 1996 on measures to monitor certain substances and residues thereof in live animals 
and animal products and repealing Directives 85 / 358 I EEC and 86 / 469 / EEC and Decisions 
89 / 187 /EEC and 91/ 664/EEC 96/ 22, [1996] OJ L 125. 

167 WTO Doc WT/DS26/AB/R (1998) (Report of the Appellate Body) ('EC— Hormones'). 
168  Robert Falkner, The European Union as a "Green Normative Power"? EU Leadership in 

International Biotechnology Regulation' (Working Paper Series No 140, Center for European 
Studies, 2006) 3. 

169  The first GMO crop to receive approval for placing on the market under Directive 90/220 
was genetically modified soya beans which was approved for marketing in the UK. See 
96 / 281 / EC: Commission Decision of 3 April 1996 concerning the placing on the market of genetically 
modified soya beans (G(ycine max L) with increased tolerance to the herbicide glyphosate, pursuant to Council 
Directive 90/ 220/ EEC, OJ L 107, 10. The US had already introduced commercial GM crops 
in 1994 with the approval of Calgene's Flavr Savr tomato, Although, prior to the approval of 
the Flavr Savr tomato, the US FDA had approved several food ingredients produced though 
the use of biotechnology such as chymosin and rennin. See Thomas Bernauer, Genes, Trade, 
and Regulation: The Seeds of Conflict in Food Biotechnology (2003) 56. 
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above, began in earnest. Hence, the two issues, assisted by widespread media coverage 

(and vocal NGO protest) became linked in the minds of the European public) 7° 

Following these events, in 1997, the European Commission approved the sale of a 

variety of GM maize171  despite that all but one of the fifteen member states objected or 

abstained from voting on the approval. 172  Under the procedures in Directive 90/220, the 

CA in France had forwarded a favourable assessment to the Commission and the other 

member states. In light of the subsequent member state objections, the Commission was 

required to assess the proposal, which it did so favourably, and following the procedure 

in Article 21 of Directive 90/220, the Commission submitted its proposed measure to 

the Regulatory Committee. As the Committee voted against the proposed measure, the 

Commission was then obliged to forward the proposal to the Council. However, as the 

Council could 'not veto the adoption of proposed measures by the Commission by a 

simple majority' 173  (France, the original proponent of the proposal was a member of the 

Council and voted for its approval) the proposed measure was returned to the 

Commission and duly adopted despite the fact that 'fourteen member states refused to 

support the Commission...' 174  

The result of the Commission's decision was that several member states (Austria, 

Luxembourg and Germany) decided to invoke the Article 16 safeguard clause in 

Directive 90/220 thereby banning the cultivation and marketing of the GM maize in 

their respective territories. Subsequently in 1999, five member states (Denmark, Greece, 

France, Italy and Luxembourg) declared that pending the adoption of new rules on 

170  Gregory C Shaffer and Mark A Pollack, 'Regulating Between National Fears and Global 
Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 10/04, Jean Monnet 
Program NYU School of Law, 2004) 22. 

171  See 97 / 98 / EC: Commission Decision of 23 January 1997 concerning the placing on the market of 
genetically modified make (Zea mays L.) with the combined modification for insecticidal properties conferred by 
the Bt-endotoxin gene and increased tolerance to the herbicide glufosinate ammonium pursuant to Council 
Directive 90/ 220/ EEC, OJ L 031, 69. 

172  The following is based on the account in Gregory C Shaffer and Mark A Pollack, 'Regulating 
Between National Fears and Global Disciplines: Agricultural Biotechnology in the EU' 
(Working Paper No 10/04, Jean Monnet Program NYU School of Law, 2004) 24. 

173  Marielle D Matthee, 'Case Notes: Greenpeace v France, Case 6/99 (Genetically Modified 
Maize Case)' (2000) 9(2) Review of European Communio and International Environment Law 192, fn 
13. 

174  See Robert Falkner, 'The European Union as a "Green Normative Power"? EU Leadership in 
International Biotechnology Regulation' (Working Paper Series No 140, Center for European 
Studies, 2006) 11-12; Gregory C Shaffer and Mark A Pollack, 'Regulating Between National 
Fears and Global Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 
10/04, Jean Monnet Program NYU School of Law, 2004) 24. 
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GM0s, 'in accordance with preventive and precautionary principles, they will take steps 

to have any new authorisations for growing and placing on the market suspended.' 175  A 

group of seven other member states (Austria, Belgium, Finland, Germany, the 

Netherlands, Spain and Sweden) signalled their intention to take a 'thoroughly 

precautionary approach' when assessing notifications for the release of GMOs based on 

public concern over the risks to human health and the environment. 176  Both groups 

stressed the need for a transparent framework and the implementation of tighter controls 

on traceability and labelling of GMOs. 

There had been no approvals of GM products since October 1998, and further approvals 

were obstructed by the group of five member states in the Council pending the adoption 

of a revised comprehensive regulatory framework, 177  which is discussed below. The 

refusal of these European nations to approve authorisations for GM products led to the 

de facto' moratorium that was complained of in the BC— Biotech dispute. 178  

In response to this developing resistance amongst members states to the approval regime 

set up by Directive 90/220, the European Commission had proposed replacing the 

Directive in 1998. 179  However, once again, as was the case in the development of 

Directive 90/220, there was considerable disagreement over the appropriate form such 

175  Declaration by the Danish, Greek, French, Italian and Luxembourg delegations concerning the suspension of 
new GMO authorisations, Council of the European Union — Environment, 2194th Council 
meeting, Luxembourg, 24-25 June 1999, 
<http://www.consilium.europa.eu/ueDocs/cms_Data/docs/pressData/en/envir/ACF5B.ht  
m> at 3 July 2008. 

176  Declaration b ,  the Austrian, Belgian, Finnish, German, Netherlands, Spanish and Swedish delegations, 
Council of the European Union — Environment, 2194th Council meeting, Luxembourg, 24-25 
June 1999, 
<http://www.consilium.europa.eu/ueDocs/cms_Data/docs/pressData/en/envir/ACF5B.ht  
m> at 3 July 2008. 

177  Gregory C Shaffer and Mark A Pollack, 'Reconciling (or Failing to Reconcile) Regulatory 
Differences: The Ongoing Transatlantic Dispute Over the Regulation of Biotechnology 
(Paper prepared for presentation at the Workshop on the New Transatlantic Agenda and the 
Future of Transatlantic Economic Governance, European University Institute, Florence, 18- 
19 June 2004) 16. 

178  The group of five countries had sufficient votes in the Regulatory Committee or the Council 
to prevent the Committee or the Council from reaching the qualified majority required by 
Directive 90/220, and later 2001/18. See European Communities — Biotech Products, WTO Doc 
WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the Panel) paras 7.474- 
7.494. 

179  The Commission also released a White Paper on Food Safety in January of 2000, which, 
among other things, recommended that a new independent agency responsible for food safety 
be established — the European Food Safety Authority. The White Paper also recommended 
revisions to Regulation 258/97, and Directive 90/220. See European Commission, White 
Paper on Food Safety, COM (1999) 719, (January 2000). 
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regulation should take. According to Shaffer and Pollack, both DG XI (Environment) 

and the newly formed DG SANCO (Health and Consumer Protection) were 'the leading 

players in this later round of regulation' and both were in favour of adopting a 

precautionary approach. 180  Moreover, 'the Commission was eager to put in place some 

sort of system that would meet member-state demands on environmental and consumer 

protection, and in so doing bring an end to the de facto moratorium and fend off a 

potential US legal challenge.'181  

(b) New Rules Adopted: Directive 2001 / 18 

The eventual result was the adoption of Directive 2001/18 on the release of genetically 

modified organisms (Directive 2001/18). 182  The new deliberate release Directive came 

into force in April 2001, and as of October 2002, repealed Directive 90/220. The main 

reasons behind replacing Directive 90/220 with Directive 2001/18 were to make the 

deliberate release and placing on the market approval procedures for GMOs more 

efficient and transparent; to introduce compulsory monitoring after GMOs had been 

placed on the market; 183  and to introduce 'common principles of risk assessment.'184  To 

that end, the dual objective of the Directive as set out in Article 1 was (i) to protect 

human health and the environment and (ii) to approximate (i.e. harmonize) the laws of 

the member states when deliberately releasing GMOs into the environment or placing 

them on the market. 

Many of the administrative procedures to be followed and the general structure of the 

Directive are the same as those that applied under Directive 90/220. For instance, 

Directive 2001/18 is once again divided into four main parts, with Part B pertaining to 

deliberate releases and Part C pertaining to the placing of GMOs on the market. 

Moreover the process of gaining approval for deliberate release and the placing on the 

180  Gregory C Shaffer and Mark A Pollack, 'Regulating Between National Fears and Global 
Disciplines: Agricultural Biotechnology in the EU' (Working Paper No 10/04, Jean Monnet 
Program NYU School of Law, 2004) 30. 

181  Ibid. 
182  See Directive 2001 / 18/EC of the European Parliament and of the Council of 12 March 2001 on the 

deliberate release into the environment of genetically modzfied organisms and repealing Council Directive 
90/ 220/ EEC, OJ L 106, 17.4.2001, 1 (Directive 2001/18). 

183  See Directive on the release of genetically modified organisms (GM0s), Europa, 
<http://europa.eu/scadplus/leg/en/lvb/128130.htm > at July 23 2008. 

184  Paula Rey Garcia, 'Directive 2001/18/EC on the Deliberate Release into the Environment of 
GMOs: an Overview and the Main Provisions for Placing on the Market' (2006) 3(1) Journal 
for European Environmental and Planning Law 3, 4. 
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market of GMOs is largely centred on the relevant CA in the country where the release is 

to initially take place as it was under Directive 90/220. 

However, it should be recalled that Directive 2001/18 is essentially a product of the EC's 

increasingly stringent and precautionary environmental standards and regulation and its 

formation linked to the social unease with food regulation caused by the food scares of 

the 1990s. In this respect there are also important differences between the two 

Directives. 

For example, according to the Commission, the revised Directive introduces the 

following principles: 

• uniform environmental risk assessment procedures including the 

methodology to be used when making such an assessment (Annex II); 

post-market monitoring requirements, which include the long-term 

effects that are related to environmental interactions of and between 

GMOs (Article 13(2)(e), Article 19(3)(f), Article 20, and Annex VII); 

a requirement for public consultation (Article 9); 

• labelling and traceability requirements at all stages 'of the placing on the 

market' of the GMO (Article 4(6) and Annex IV); 

• a renewable ten year validity period for approvals (Article 13(2)(d), 

Article 14(4)); and 

• a mandatory requirement to consult the relevant scientific committee(s) 

(Article 28). 185  

In essence, the adoption of these principles has made the EC's approval regime 

significantly more stringent than under the previous deliberate release directive. 

185  See European Commission, Questions and Answers on the Regulation of GMOs in the 
European Union, GMO Compass 5 <http://www.gmo- 
compass.org/eng/  regulation/ regulatory_process/158.two_laws_governing_genetically_modif 
ied_plants.html> at 8 August 2008. The Directive also specifically states that it was drafted 
with the EC's international trade obligations in mind and its obligations under Cartagena 
Protocol on Biosafe0 to the Convention on Biological Diversi (opened for signature 15 May 2000) 39 
ILM 1027 (entered into force 11 September 2003) ('Biosafety Protocol'). As is discussed 
below, EC arguments that the Biosafety Protocol should be taken into account by the Panel 
were rejected (see below p 122). 
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Importantly, or perhaps worryingly from a US perspective, Directive 2001/18 specifically 

states (in accordance with Community policy) that the precautionary principle not only 

informed the drafting of the Directive, but that it must also be considered when the 

Directive is being implemented by member states. 186  Therefore, unlike Directive 90/220, 

which was said to implicitly incorporate the principle (see p 102, fn 142 above), under 

Directive 2001/18 the principle is explicitly made central to the operation of the 

Directive and is thus incorporated into several key Articles. 187  

(c) 
	

But is Directive 2001 / 18 Enough? 

As noted above, one of the key differences between the two Directives is inclusion of a 

comprehensive framework for conducting risk assessments in Directive 2001/18. 188  The 

186  Directive 2001/18, OJ L 106, 17/4/2001,1, Recital 8. 
187  See Directive 2001/18, OJ L 106, 17/4/2001, 1, Recital 8 (The precautionary principle has 

been taken into account in the drafting of this Directive and must be taken into account when 
implementing it'), Article 1 (In accordance with the precautionary principle, the objective of 
this Directive is to approximate the laws, regulations and administrative provisions of the 
Member States and to protect human health and the environment...'), Article 4 (Wernher 
States shall, in accordance with the precautionary principle, ensure that all appropriate 
measures are taken to avoid adverse effects on human health and the environment...'), and 
Annex II B (as a general principle to be taken into account when performing an 
environmental risk assessment under the Directive). 

188  It should be noted that while the framework for risk assessment under Directive 2001/18 
addresses human health risks related to exposure to GM0s, and hence their incidental 
consumption by humans, it does not directly concern risks related to GMOs in food. GM 
foods and associated risks were regulated by Regulation (EC) No 258/97 of the European 
Parliament and of the Council of 27 Januag 1997 concerning novel foods and novel food ingredients, 0 J L 
043, 1 ('Regulation 258/97'). According to Article 1(2), Regulation 258/97 'applies to foods 
and food ingredients which have not hitherto been used for human consumption to a 
significant degree within the Community' including those containing GMOs as defined in 
Directive 90/220. Under the Regulation, an applicant was required to submit . a request to the 
member state in which the novel food was to be placed on the market for the first time. A 
copy of the request was then to be forwarded to the Commission. If there were no objections 
to the application and no additional assessment was deemed necessary, then the relevant 
member state authorised the placing of the novel food on the market. If however there were 
objections, the Commission, with the assistance of the Standing Committee for Foodstuffs 
made the authorisation decision. The Regulation also set out the requirements for labelling 
novel food and allowed member sates to implement safeguard measures under certain 
conditions. Under Article 9, when a novel food or food ingredient contained GM0s, it was 
subject to 'a special procedure' which emphasised preventing adverse effects on human health 
and the environment. Interestingly, the Regulation contained a simplified procedure whereby 
the authorisation of some GMOs could be granted on the basis of 'substantial equivalence' to 
existing foods. However, the simplified procedure is no longer used, and most GMOs are 
now authorised under Regulation (EC) No 1829/2003, which is discussed below. For a 
summary of the Regulation see, Novel foods and novel food ingredients, Europa 
<http://europa.eu/scadplus/leg/en/lvb/121119.htm > at 21 July 2008; Although Regulation 
258/97 had first been proposed in 1992, it wasn't until the limitations of Directive 90/220 
became more acute (in that it did not address GMOs in food or feed) that 'a serious attempt 
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inclusion of such a framework resulted from the Commission's concern that the lack of 

specific objectives and methodology in relation to risk assessments under Directive 

90/220 meant that different standards in the performance of risk assessments were being 

employed by the member states. This meant that applicants had to comply with different 

requirements depending upon where the application was made. 189  As one of the goals of 

the approval regime was to harmonize measures for the deliberate release of GMOs 

across the member states, this was clearly unsatisfactory. 190  

While the adoption of Directive 2001/18 made important improvements to the 

Community's deliberate release regime, and member states expressed appreciation of the 

tightening of approval procedures, they also pointed out that there were still gaps in 

regard to labelling and that the rules on traceability could be improved. 191  Moreover, 

there were calls for a specific regulation to address GMOs in food and animal feed and 

accordingly the de facto moratorium remained in place. Therefore, new regulations on 

traceability and labelling, and food and feed (as well as the transboundary movement of 

GM0s) were adopted in 2003 — shortly after the Panel was established in the EC — 

Biotech dispute. The new Regulations now require 'full traceability and labels must--

accompany all GM-derived products, even if the final product lacks foreign DNA or 

protein.'192  

was made by Community institutions and the Member States' to rectify this situation by 
adopting the Regulation. See Theofanis Christoforou, 'The Regulation of Genetically 
Modified Organisms in the European Union: The Interplay of Science, Law and Politics' 
(2004) 41(3) Common Market Law Review 637, 690. 

189  See European Commission, Report on the Review of Directive 90 / 220 / EEC in the Context of the 
Commission's Communication on Biotechnology and the White Paper (1996) COM(96) 630 final, 6, 8. 
The Report states that the lack of methodology for risk assessments was one of the reasons 
behind the difficulty in obtaining agreement on releases between member states. 

190  Ironically however, the more comprehensive framework in Directive 2001/18 served, in the 
Panel's view in EC — Biotech, to affirm that the EC's measures were in fact SPS measures in 
their entirety. In this regard it is interesting to note that the Panel considered that Directive 
2001/18 merely clarified, rather than expanded upon, Directive 90/220. The implication 
being that 'any potential adverse effect within the scope of Directive 2001/18 was also 
covered by Directive 90/220.' European Communities — Biotech Products, WTO Doc 
WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the Panel) para 7.193. See 
also below at p 162, fn 72. 

191 Lisa Carson and Robert Lee, 'Consumer Sovereignty and the Regulatory History of the 
European Market for Genetically Modified Foods' (2005) 7 Environmental Law Review 173, 180. 

192  See David Winickoff, Sheila Jasanoff, Lawrence Busch, Robin Grove-White and Brian 
Wynne, 'Adjudicating the GM Food Wars: Science, Risk, and Democracy in World Trade 
Law' (2005) 30 Yale Journal of International Law 81, 88. 
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(d) New Regulations 

Regulation 1829 / 2003 on Genetically Modified Food and Feed 193  (Regulation 1829/2003) 

establishes a single authorisation procedure, or a 'one door - one key' approval process 

for all food and feed that contain GMOs. In this regard it amends Regulation 258/97, 

(see p 112, fn 188 above) thereby removing GMOs from the scope of its application. 194  

The Regulation applies to GMOs intended for food and feed use, food or feed 

containing or produced from GMOs and food and feed containing ingredients produced 

from GMOs.195  However, the Regulation does not apply to food or feed produced with a 

GMO (for example an GM enzyme used in the production of cheese). The labelling 

requirements in the Regulation, which replace those in Directive 2001/18, are stricter 

than under previous rules in that they extend 'current labelling requirements to food and 

feed containing, or consisting of, GMOs or produced from GM0s, irrespective of the 

detectability of DNA or protein in the final product.' 196  Moreover, labelling requirements 

are extended to animal feed under the Regulation. Despite these stricter rules, labelling 

requirements do not apply when a food contains GMOs in a proportion no higher than 

0.9 per cent under certain conditions. Regulation 1829/2003 does not cover the 

'adventitious or technically unavoidable contamination of food by unauthorized GM0s, 

provided that the proportion is not higher than 0.5%. 197  

Regulation 1830 / 2003 on Traceability and Labelling of Geneticagy Modified Organisms 198  

(Regulation 1830/2003) has a dual purpose of informing consumers of the presence of 

GMOs and of creating a comprehensive 'safety net' whereby products containing GMOs 

can be traced during all relevant stages of production and marketing. The labelling 

requirements in the Regulation apply to all GM0s, although approvals for GMOs in 

food and feed must also comply with the labelling requirements in Regulation 

193  Regulation (EC) No 1829 / 2003 of the European Parliament and of the Council on Genetically Modified 
Food and Feed, OJ L 268/1 18/10/2003 (Regulation 1829/2003). 

194  Regulation 1829/2003, OJ L 268/1 18/10/2003, Article 38. As noted above, the Regulation 
also does away with the concept of substantial equivalence. See recital 6. 

195  Summaries of Legislation: GM Food and Feed (2007) Europa 
<http://europa.eu/scadplus/leg/en/lvb/121154.htm > at 10August 2008. 

196  See Elsa Tsioumani, 'Genetically Modified Organisms in the EU: Public Attitudes and 
Regulatory Developments' (2004) 13(3) Review of European Communio and international 
Environmental Law 279, 286. 

197  Regulation 1829/2003, OJ L 268/1 18/10/2003, Article 47. 
198  Regulation No. 1 830 / 2003 of the European Parliament and of the Council Concerning the TraceabiliO and 

Labelling of Genetically Modified Organisms and Amending Directive 2001 / 18/ EC, OJ L 268/24 
18/10/2003 (Regulation 1830/2003). 
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1829/2003. In regard to traceability, the Regulation introduces a requirement to assign 

'unique alphanumerical identifiers' to GMOs contained in products. 

These new Regulations took effect in April of 2004, and soon after, in May 2004, the 

Commission authorised the import of food products made from GM maize, effectively 

ending the moratorium on approvals of GMOs in the EU. 199  

Conclusion 

The development of regulation for GMOs in the EC followed a very different trajectory 

to that of the US. In the EU food and agricultural biotechnology has been subject to a 

series of increasingly restrictive directives and regulations characterised by a process-

based focus and a precautionary approach. In the US however, such regulation takes 

place under a coordinated framework of existing statutes with a product-based focus: the 

emphasis on substantial equivalence has rendered US oversight of biotechnology 

comparatively lenient. 

The reasons for the adoption of this approach in the US (canvassed in detail in Chapter 

I) are grounded in the scientific and political struggles that took place in concert with the 

development of biotechnology itself. The end result of these struggles was that the 

emphasis on developing agricultural and food applications for biotechnology and a 

concern to maintain competitive advantages in this field meant that the focus of 

regulation in the US was facilitative rather than restrictive. 

This stands in marked contrast to the development of regulation for agricultural and 

food biotechnology in the EC. To understand why, the development of EC regulation 

must be viewed contextually in light of the social and political factors which were 

influential in shaping the policy response to GMOs in the Community. In other words, 

the process of the development of controls for biotechnology in the EC are inextricably 

linked to the development of the Community itself. As we have seen, the significant 

changes in the institutional and legal functioning of the Community brought about by the 

SEA served to increase the focus on and development of environment laws in the 

Community. This paved the way for an increasing emphasis on environmentally related 

199  See GM moratorium ends (2004) GMO Safety <http://www.gmo-
safety.eu/en/archive/2004/289.docu.html> at 12 August 2008. 
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laws and policy and, concomitantly, the increasing effort to harmonise laws throughout 

the Community to smooth the functioning of the internal market facilitated the 

increasing stringency of environmental laws. Further legal changes to the Community 

brought about though the TEU and the Treaty of Amsterdam saw this process not only 

continue, but expand with the precautionary principle being incorporated into all 

Community environmental policy and the inclusion of sustainable development as one of 

the objectives of the Community. 

Amidst these institutional and legal changes, account must also be taken of the food 

crises that took place in Europe during the 1990s and into the new millennium. The 

result of these events, which most notably included the BSE crisis, was loss of public 

confidence in the ability of regulators to adequately protect the public. These events also 

served to influence the development of the EC's increasingly stringent and precautionary 

environmental (and hence biotechnology) related regulations. Rightly or wrongly, the 

introduction of GMOs into the European market came to be associated with the tenor 

of fear that surrounded BSE and related incidents. The loss of public confidence in the 

EC's regulatory laws and institutions, can be linked to a loss of confidence in 'the 

positivist view of science' itself that resulted from a confluence of factors that included 

the food crises noted above and the questioning influence of green NG0s. 21") 

While these significant events — the restructuring of the legal underpinnings of the 

Community and the loss of confidence in European food safety regulation — were taking 

place, there was a contemporaneous struggle over the development of regulations for 

GMOs. It is unsurprising then, given the EC's soci-political context outlined above, that 

these regulations were significantly more restrictive than those developed in the US. As 

the EC leaned increasingly toward stringent environmental regulation, so too did the 

Community's controls over biotechnology. This in turn meant that EC regulations were 

characterised by a focus on the use of genetic modification as a trigger for oversight, i.e. a 

process based approach, rather than adopting the US end-product model of regulation. 

200  Theofanis Christoforou, 'The Regulation of Genetically Modified Organisms in the European 
Union: The Interplay of Science, Law and Politics' (2004) 41(3) Common Market Law Review 
637, 686. 
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Moreover, in accordance with Community laws, the precautionary principle was explicitly 

incorporated into the Community's GMO regulations and directives. 201  

However, even these developments were not enough to appease those members states 

that, acting upon the concerns of their electorates, wanted even stricter and more 

complete controls over GMOs including a labelling and traceability regime. These 

nations blocked approvals of GMOs from 1998 and until 2004, when a comprehensive 

set of regulations that include GM food and feed and labelling and traceability 

requirements entered into force. This de facto' moratorium was the eventual catalyst for 

the WTO complaint made by the US (and Canada and Argentina) that led to the EC — 

Biotech dispute. 

201  It is interesting to note that Regulation 1829/2003, OJ L 268/1 18/10/2003, does not 
specifically mention the precautionary principle. However, Article 1 of the Regulation states 
that the objective of the Regulation, should be viewed in accordance with the general 
principles laid down in Regulation (EC) No 178/2002. Regulation 178/2002 which lays down 
the general principles and requirements of Community food law and establishes the European 
Food Safety Authority, specifically mentions the precautionary principle in Article 7. Thus, 
the principle is incorporated into Regulation 1829/2003 via the 'back door'. See Joanne Scott, 
'European Regulation of GMOs and the WTO' (2003) 9 Columbia Journal of European Law 213, 
219. 
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I 	Introduction 

The divergent regulatory approaches of the United States (US) and the European 

Communities (EC) regarding the regulation of biotechnology discussed in Chapters I and 

II, eventually led the US (along with Canada and Argentina) to request the formation of a 

World Trade Organization (WTO) dispute settlement Panel. There were several 

potentially contentious issues raised in the European Communities — Measures Affecting the 

Approval and Marketing of Biotech Productsl (EC — Biotech) dispute, such as whether 

genetically modified organisms (GM0s) were like their non-GMO counterparts under 

WTO rules, or indeed, whether the EC's approval regime for GMOs was compatible 

with WTO rules. Despite this, the Panel's decision in EC — Biotech managed to sidestep 

many of these questions and ultimately resolve the dispute on mainly procedural 

grounds. 2  However, in order to resolve the dispute in this procedural manner, the Panel 

was obliged to address particular substantive issues that were raised in argument. One 

such issue was the relevance of other rules of international law to the WTO agreements 

under consideration in the dispute. While this aspect of the EC — Biotech dispute was 

fairly minor in terms of the amount of attention given to it by the Panel in its 

voluminous decision, it was nevertheless fairly major in terms of its potential to shape 

both the outcome of the EC — Biotech dispute as well as future WTO disputes. Had the 

Panel decided that such rules were relevant to interpreting the WTO agreements or had 

direct application in WTO disputes, this would have opened up or further integrated 

WTO law to the wider corpus of international law rules. While such an approach is not 

without precedent within WTO case law itself, and further, can be justified under 

international law rules, it is nevertheless controversial. This is because this issue raises 

wider questions concerning state consent in treaty formation and the limits of influence, 

for interpretive purposes, of other rules of international law. Such considerations are 

WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the Panel) ('BC 
—Biotech'). 

2 For example, the Panel concluded that the moratorium instituted by the EC had affected the 
operation of the EC's approval procedures for GM0s, and that this had led to undue delay 
contrary to WTO rules. See EC — Biotech, WTO Doc WT/DS291/R, WT/D5292/R, 
WT/DS293/R (2006) (Report of the Panel) paras 8.6-8.7. 

118 



EC - BIOTECH AND INTERNATIONAL LAW 

inherently political and are bound to be divisive no matter how they are resolved. This 

does not mean however, that such issues are incapable of resolution within the WTO, 

and indeed, past decisions have dealt with similar issues. The Panel's treatment of this 

matter in EC — Biotech may have been politically acceptable amongst the parties to the 

dispute and therefore convenient in a broader political sense, however, it is ultimately 

problematic. By choosing to interpret the rules governing treaty interpretation as it did, 

the Panel has isolated the WTO agreements from the influence of other rules of 

international law. Ultimately, such an approach contributes to the fragmentation of 

international law, and heightens the potential for conflict between the multilateral trade 

regime and other international instruments such as multilateral environmental 

agreements (MEAs). 

This Chapter will explore the Panel's decision in relation to the relevance of other rules 

of international law to the WTO. Part A will explore how the Panel treated the issue of 

the relevance of other rules of international law to the WTO agreements by first briefly 

setting out the arguments of the parties before turning to examine the Panel's approach 

to the rules of the Vienna Convention on the Law of Treaties3  (Vienna Convention). In this 

regard, it is noted that the Panel's language is somewhat confusing and that its approach 

to the relevant rules of the Vienna Convention in effect leads to a situation where most 

other rules of international law are irrelevant to interpret the provisions of the \X/TO 

agreements. In Part B, the discussion then turns to consider the Panel's alternate 

approach to this issue, one which views other instruments of international law as relevant 

to discern the 'ordinary meaning' of certain terms. It is argued that the Panel's 

justification for this approach is perhaps based upon a mischaracterisation of the 

Appellate Body's use of international instruments in United States — Import Prohibition of 

Certain Shrimp and Shrimp Products (US — Shrimp). Finally, in Part C, an alternative 

approach to the issue of the relevance of other rules of international law for interpretive 

purposes to the rules of the wro is examined. 

3  Vienna Convention on the Law of Treaties, opened for signature 23 May 1969, 1155 UNTS 331, 
(entered into force 27 January 1980) Article 31, ('Vienna Convention'). 

4  wro Doc WT/DS58/AB/R (1998) (Report of the Appellate Body) ('US—Shrimp'). 
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A 	The Relevance of Other Rules of International Law to Inteoreting the Rules of 

the IFTO 

1 	Arguments of the Parties 

The European Communities (EC) argued that the Panel should have reference to 

relevant rules of international law when interpreting and applying the provisions of the 

WTO. In particular, the EC argued that their approval regime for GMOs was entirely 

consistent with the Cartagena Protocol on Biosafor to the Convention on Biological Diversiy 

(Biosafety Protocol) which was an international agreement which had direct bearing on 

the issues raised by the present dispute. As there was no 'a priori' inconsistency between 

the Biosafety Protocol and the relevant WTO agreements, the EC was of the opinion 

that 'the Protocol's provisions on precaution and risk assessment [should] inform the 

meaning and effect of the relevant provisions of the WTO agreements.' 6  

The US countered that the only manner by which other sources of international law 

could be relevant to the dispute was if, in accordance with Article 3.2 of the Dispute 

Settlement Understanding 7  (DSLT), 'those other sources of law would assist the Panel in 

"clarifying the existing provisions of the [covered] agreements in accordance with 

customary rules of interpretation of public international law'"8  as reflected in Article 

31(3) of the Vienna Convention.' Article 31(3)(c) provides that as a general rule of treaty 

interpretation, '[t]here shall be taken into account, together with the context: (c) any 

relevant rules of international law applicable in the relations between the parties.'w The 

5 Cartagena Protocol on Biosaf01 to the Convention on Biological Diversity, opened for signature 15 May 
2000, 39 ILM 1027 (entered into force 11 September 2003) Piosafety Protocol'). The 
precautionary principle (or approach as it is termed in the Protocol) is referred to in the 
opening recitals and Article 1, which states the objectives of the Protocol. Article 15 sets out 
the manner for, and conditions under which, risk assessments should take place and Annex 
III defines the term. Risk management is governed by Article 16. 

6 BC — Biotech, WTO Doc WT/D5291/R, WT/D5292/R, WT/DS293/R (2004) (Report of the 
Panel) para 7.55. 

7 Marrakesh Agreement Establishing the World Trade Organkation, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), annex 2 (Understanding on Rules and 
Procedures Governing the Settlement of Dioutes) 1869 UNTS 401, ('DSU'). 

8 BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2004) (Report of the 
Panel) para 7.57. 

9 Vienna Convention on the Law of Treaties, opened for signature 23 May 1969, 1155 UNTS 331, 
(entered into force 27 January 1980) Article 31, (Vienna Convention'). 

10 Vienna Convention, opened for signature 23 May 1969, 1155 UNTS 331, (entered into force 27 
January 1980) Article 31(3)(c). The full text of Article 31 reads: 

120 



EC - BIOTECH AND INTERNATIONAL LAW 

US argued the Biosafety Protocol did not qualify as a rule of international law for 

interpretative purposes because it did not satisfy the requirement in Article 31(3)(c) that 

it must be 'applicable in the relations between the parties' 11  Likewise, both Canada and 

Argentina asserted that in order for the Biosafety Protocol to be considered a relevant 

rule of international law that could assist in the interpretation of the WTO agreement 

under consideration, the phrase 'applicable in the relations between the parties' in Article 

31(3)(c) of the Vienna Convention meant that the parties must all be members of the treaty 

that is being interpreted. 12  

2 	The Panel's Conclusions on the Relevance of International Law as an Interpretive Tool: The 

Meaning of the Phrase 'the Parties' 

The Panel began its assessment of this issue by noting that it was obliged under Article 

3.2 of the DSU to interpret the wro agreements in accordance with the customary rules 

of interpretation of international law and that these rules were indeed reflected in Article 

31 of the Vienna Convention.I 3  The Panel agreed with the EC that the Biosafety Protocol " 

A treaty shall be interpreted in good faith in accordance with the ordinary meaning to be 
given to the terms of the treaty in their context and in the light of its object and purpose. 

2. The context for the purpose of the interpretation of a treaty shall comprise, in addition to 
the text, including its preamble and annexes: 

any agreement relating to the treaty which was made between all the parties in 
connection with the conclusion of the treaty; 
any instrument which was made by one or more parties in connection with the 
conclusion of the treaty and accepted by the other parties 
related to the treaty. 

3. 	shall be taken into account, together with the context: There 
any subsequent agreement between the parties regarding the interpretation (a) 
the treaty or the application of its provisions; 
any subsequent practice in the application of the treaty which establishes (b) 
agreement of the parties regarding its interpretation; 
any relevant rules of international law applicable in the relations between (c) 
parties. 

4. A special meaning shall be given to a term if it is established that the parties so intended. 
Vienna Convention, opened for signature 23 May 1969, 1155 UNTS 331, (entered into force 27 
January 1980), Article 31. See above fn 10 for relevant text of this Article. 

12 BC — Biotech, WTO Doc WT/DS291/R, WT/D5292/R, WT/DS293/R (2006) (Report of the 
Panel) paras 7.60, 7.63. 

13 Mitchell points out that even in the absence of Article 3.2, WTO panels would still be obliged 
to interpret the WTO provisions in accordance with the customary rules of treaty 
interpretation as these rules will apply to public international law (such as the WTO 
agreements) unless the agreement under consideration specifically specifies that they should 
not. See Andrew D Mitchell, 'The Legal Basis for Using Principles in WTO Disputes' (2007) 
10(4) Journal of International Economic Law 795, 807; see also Pauwelyn who argues that it is a 
'trap' to think that because Article 3.2 specifically mentions the type of international public 

1. 

(a) 

(b) 
as an instrument 

of 

the 

the 
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could in fact be considered a 'rule of international law' of the sort contemplated by 

Article 31(3)(c) of the Vienna Convention as that phrase was broad enough to cover all 

generally accepted sources of public international law (i.e. customary international law, 

international treaties or conventions and recognised general principles of law. 14) Further, 

in line with the Appellate Body's decision in US— Shrimp, the Panel accepted that general 

principles of international law could be taken into account when interpreting WTO 

provisions under the Vienna Convention rules. Therefore, quite apart from any rules of 

international law that were reflected in international instruments such as the Biosafety 

Protoco1,15  if the precautionary principle could be considered a general principle of 

international law, it could be a relevant rule of international law for the purpose of 

Article 31(3)(c). 16  In other words, the precautionary principle could inform the 

interpretations given to relevant WTO provisions by the Panel. 

Be that as it may, the Panel declined to formally endorse either the treaties or general 

principles of international law advocated by the EC as being relevant to its interpretation 

of the WTO's provisions. This was because the Panel considered that, under Article 

31(3)(c) of the Vienna Convention, only those rules of international law that were 

'applicable in the relations between all parties to the treaty which is being interpreted' 17  

(emphasis added), i.e. all the members of the WTO, could help inform their 

interpretation of the provisions therein. Adopting this approach, the Panel concluded 

that neither the Biosafety Protocol nor, on a similar basis, the precautionary principle, 

were relevant to interpreting WTO rules in the present case. 

(a) The Panel's Confusing Language 

Before analysing the Panel's approach to Article 31(3)(c) of the Vienna Convention, it 

should first be noted that the Panel's language in regard to this issue is somewhat 

law that is relevant to the WTO agreements that, following the maxim expressio unius est exclusio 
alterius, all other rules of international law have been excluded. According to Pauwelyn in 
order to exclude pre-existing rules of international law, the WTO agreement would have to 
have done so expressly. See Joost Pauwelyn, 'The Role of Public International Law in the 
WTO: How Far Can We Go?' (2001) 95 The American Journal of International Law 535, 540-543; 
and see discussion below concerning the applicability of rules of international law to the 
WTO below at p 136. 
BC— Biotech, WTO Doc W'T/DS291/R, WT/DS292/R, WT/D5293/R (2006) (Report of the 
Panel) para 7.67. 

15 For example, the precautionary principle or rules governing risk assessments. 
16 BC— Biotech, WTO Doc WT/D5291/R, WT/DS292/R, WT/D5293/R (2006) (Report of the 

Panel) para 7.67. 
17 Ibid, para 7.71. 

122 



EC - BIOTECH AND INTERNATIONAL LAW 

ambiguous. Generally, three interpretations have been advanced as to what is meant by 

the word 'parties' in the phrase 'applicable in the relations between the parties' in Article 

31(3)(c): The first approach views the term 'parties' as referring to the parties to a particular 

dispute.' 8  The second views the term as referring to all the parties to the treaty that is being 

intevetedo (e.g. in this case the WTO agreements — this is the approach taken by the 

Panel in EC — Biotech), and the third understands the term to be referring to a sub-set of all 

the parties to the trea0 being interpreted, but not necessarily those to the chIspute. 20  The relative merits 

of these approaches are discussed below, however, for present purposes it is sufficient to 

identify the possible alternatives in order to discuss what the Panel concluded in relation 

to this issue. 

After analysing the Vienna Convention definition of 'party',21  the Panel stated that in its 

view, 

[t]he rules of international law applicable in the relations between 

"the parties" are the rules of international law applicable in the 

relations between the States which have consented to be bound by 

the treaty which is being interpreted... This understanding of the 

term "the parties" leads logically to the view that the rules of 

international law to be taken into account in interpreting the WTO 

agreements at issue in this dispute are those which are applicable in 

the relations between the WTO members.22  

This quote however, is somewhat ambiguous and does not throw much light on which 

of the three alternatives, identified above, that the Panel was actually selecting. Was the 

Panel referring to rules that are applicable in the relations between the WTO members to 

18 See for example, David Palmeter and Petros C. Mavroidis, 'The '(/TO legal system: Sources 
of law' (1998) 92(3) The American Journal of International Law 398, 411; Margaret A Young, 'The 
WTO's use of relevant rules of international law: An analysis of the Biotech case' (2007) 56(4) 
The International ey Comparative Lan Quarterly 907, 915-918. 

19 See for example, Michael Lennard, 'Navigating by the Stars: Interpreting the WTO 
Agreements' (2002) 5(1) Journal of International Economic Law 17, 36-39; Joost Pauwelyn, 'The 
Role of Public International Law in the WTO: How Far Can We Go?' (2001) 95 American 
Journal of International Law 535, 575. 

20 Lorenz Franken and Jan-Erik Burchardi, 'Beyond Biosafety - An Analysis of the EC-Biotech 
Panel Report' (2007) 62(1) Aussenwirtschaft 77, 80. 

21 The term party is defined in Article 21(1)(g) as 'a State which has consented to be bound by 
the treaty and for which the treaty is in force.' Vienna Convention, opened for signature 23 May 
1969, 1155 UNTS 331, (entered into force 27 January 1980), Article 21. 

22 EC— Biotech, WTO Doc WT/D5291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.68. 
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the dispute, or to those that were applicable in the relations between all the WTO 

members? Or was the Panel referring to rules that were applicable between some 

members of the WTO but not necessarily those that were involved in the dispute? The 

Panel refers simply to 'those rules which are applicable in the relations between the WTO 

members' (emphasis added). Without a more precise qualification of 'the WTO 

members', there is a certain amount of ambiguity as to whether the Panel was referring to 

all WTO members or a specific subset of that group. For example, in the EC — Biotech 

dispute all the parties to the dispute consented to be bound by the treaties which were 

being interpreted, i.e. they consented to be bound by the WTO agreements. Equally, the 

other members of the WTO, which were not parties to the dispute, had also consented 

to be bound by the WTO agreements. So, stating that only those rules of international 

law which were applicable in the relations between the WTO members were relevant as 

interpretative rules, was unhelpful as it did not address the essential problem of what was 

meant by the term 'the parties'. 

One indicator as to what the Panel meant is, of course, what the Panel did not say. That 

the Panel did not add 'to the dispute' after 'the WTO members' supports the conclusion 

that they did not mean to refer to this as a possible meaning of the word 'parties' under 

the Vienna Convention. In fact, the Panel specifically states that this is the case in a 

footnote.23  While this discounts the first alternative of what is meant by the term 'the 

parties' identified above, it does not discount the possibility that the Panel was referring 

to the interpretive value derived from rules that are applicable in the relations between all 

WTO members, but not necessarily those to the dispute. 

Eventually, the Panel did provide a clearer statement that its preferred interpretation of 

'the parties' in Article 31(3)(c) is one that encompasses all the parties to the treaty being 

interpreted, i.e. all the WTO members: 

we first recall our view that Article 31(3)(c) should be interpreted to 

mandate consideration of rules of international law which are 

applicable in the relations between all parties to the treaty which is 

being interpreted... In relation to the present dispute it can thus be 

said that if a rule of international law is not applicable to one of the 

23  Ibid, fn 247. 
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four WTO Members which are parties to the present dispute, the 

rule is not applicable in the relations between all \X/TO Members.24 

Taken in conjunction with other statements, such as those concerning the desirability of 

ensuring or enhancing 'the consistency of the rules of international law applicable' 25  to 

the members of the WTO, the Panel appears not to have endorsed the third 

interpretative option identified above. 

While the Panel's approach to this vexed issue was eventually revealed in a more 

forthright manner, some of the language used in explaining its position is confusing. 

Given the importance of this issue to both this and future WTO disputes, a clearer 

statement of its reasoning on this issue would have not only provided greater clarity, but 

could have also therefore provided a more solid foundation for the development of 

future WTO jurisprudence. Quite apart from the language used in its reasoning however, 

the merits of the Panel's approach to this issue deserves further consideration. 26  

(b) 	The Panel's Interpretation of Article 31 (3)(c) of the Vienna Convention: The Panel Declines 

to Join the Party 

Why did the Panel adopt this 'all WTO members' approach? The practical outcome 

would have been the same, at least in relation to the Biosafety Protocol, had the Panel 

adopted the 'parties to the dispute' approach, 27  identified above, as the complainants 

were not all parties to that treaty. Clearly there were larger, perhaps political, 

considerations at stake. For instance, the Panel's concern over the promotion of 

consistency in the applicability of rules of international law (in their interpretative 

capacity at least) has already been noted above. Further, the Panel pointed out that the 

24 Ibid, para 7.71. 
25 Ibid, para 7.70. 
26 See for example, Margaret A Young, 'The WTO's use of relevant rules of international law: 

An analysis of the Biotech case' (2007) 56(4) The International & Comparative Law Quarterly 907, 
915-918; Caroline Henckels, `GMOs in the WTO: A Critique of the Panel's Legal Reasoning 
in EC — Biotech' (2006) 7 Melbourne Journal of International Law 278, 292-293; Lorenz Franken 
and Jan-Erik Burchardi, 'Beyond Biosafety - An Analysis of the EC-Biotech Panel Report' 
(2007) 62(1) Aussenwirtschaft 77, 82-82. 

27 However, this would not have been the case regard to the Convention on Biological Diversity 
(opened for signature 5 June 1992) 1760 UNTS 142 (entered into force 29 December 1993) 
('CBD') as the EC, Canada and Argentina are all members to that treaty. It should be noted 
that such an approach would have therefore required separate consideration of the complaints 
in this regard (as the complainants had different international legal obligations) and would 
have led to different obligations for different WTO members. See Margaret A Young, 'The 
WTO's use of relevant rules of international law: An analysis of the Biotech case' (2007) 56(4) 
The International & Comparative Law Quarterly 907, 913. 
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issue of state acceptance was also a relevant factor to consider. The Panel questioned the 

validity of the EC's argument that rules contained in treaties to which other WTO 

members were not parties could affect the interpretation of the WTO agreements. This 

was because the Panel doubted whether a sovereign state would ever agree 'to a 

mandatory rule of treaty interpretation' the effect of which was to make the 

interpretation of a treaty to which that state was a party susceptible to influence by other 

rules of international law which the state had decided not to accept. 28  

(i) 	Problems With the Panel's Approach 

While the 'all WTO members' interpretation of Article 31(3)(c) adopted by the Panel 

does find some textual support in the Article itself29  and, to a limited degree, in past 

WTO disputes, 30  the outcome is problematic. The concerns of the Panel regarding 

consistency of interpretation and the non-acceptance of treaty rules in relation to 

relevant rules of international law noted above must be balanced against the 

consequences of this interpretation, which is, in effect, to render Article 31(3)(c) 

ineffective as it pertains to the WT0.31  In this regard, several observations should be 

noted. 

First, according to the Panel's interpretation of 'the parties', only those relevant rules of 

international law that are applicable to all WTO members can be used to interpret WTO 

provisions. In the context of international law rules that are reflected in treaties, this 

situation is hardly ever likely to arise. 32  For example, widely ratified treaties such as the 

28 BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.71. 

29 For example, the Panel points out that Article 31(3)(c) does not refer to parties to a dispute, 
because it is meant to apply in a broader context than that of 'international (quasi-) judicial 
proceedings': BC— Biotech, WTO Doc Wr/DS291 /R, WT/DS292/R, WT/DS293/R (2006) 
(Report of the Panel) fn 241. 

30  The Panel refers to the decision in European Communities — Customs Classification Of Froen 
Boneless Chicken Cuts (`EC — Chicken Cuts') to support its argument. Although not specifically 
mentioned, it seems that the Appellate Body in that case assumes that in order to demonstrate 
a particular interpretation of a treaty through 'subsequent practice' under Article 31(3)(b) of 
the Vienna Convention, the term 'the parties' as used in that Article refers to the parties to the 
treaty being interpreted: EC — Chicken Cuts WTO Doc. WT/DS269/AB/R, 
WT/DS286/AB/R (2005) (Report of the Appellate Body) para 271. 

31 Margaret A Young, 'The WTO's use of relevant rules of international law: An analysis of the 
Biotech case' (2007) 56(4) The International & Comparative Law ,Quarterly 907, 915. 

32 International Law Commission (ILC), Fragmentation of International Law: Difficulties Arising from 
the Diversification and Expansion of International Law, (Report of the Study Group of the 
International Law Commission Finalized by Martti Koskenniemi) UN Doc, A/CN.4/L.682 
and Corr.1 and Add. 1 (13 April 2006) para 450. 

126 



EC - BIOTECH AND INTERNATIONAL LAW 

Convention on International Trade in Endangered Species of Vild Fauna and Flora 33 (CITES) 

(which governs international trade in specimens of certain species) would not be relevant 

to provide interpretive guidance under this approach. While the membership of CITES 

exceeds that of the WT0,34  not all the members of the wro are members of CITES. 

So, if a question was to arise as to the meaning of, for example, 'exhaustible natural 

resources' in Article XX(g) of the General Agreement on Tariffs and Trade 35  (GATT) then 

according to the Panel's 'all members of the WTO' approach, assigning meaning to this 

phrase by having regard to CITES would not be required under Article 31(3)(c) of the 

Vienna Convention as not all members of the WTO are members of CITES. 36  As the 

International Law Commission (ILC) points out, this interpretation leads, ironically, to a 

situation where, as the WTO membership increases, there is a greater likelihood that the 

WTO agreements will become isolated from the rest of international law as it becomes 

less likely that treaty memberships will completely overlap. 37  

Secondly, it should be noted that 'applicable in the relations between the parties' in 

Article 31(3)(c) of the Vienna Convention does not necessarily mean, as the Panel seems to 

indicate that it does, that all parties have to also be members of the other treaty in order 

for a rule contained therein to potentially be relevant as an interpretive too1. 18  As noted, 

the Panel was of the view that 'if a rule of international law is not applicable to one of the 

four WTO Members which are parties to the present dispute, the rule is not applicable in 

33 Convention on International Trade in Endangered Species of Wild Fauna and Flora, opened for 
signature 3 March 1973, 993 UNTS 243 (entered into force 1 July 1975) ('CITES'). 

34  As of mid 2008 CITES had 173 parties and the Wf0 153. 
35  Marrakesh Agreement Establishing the World Trade Organkation, opened for signature 15 April 

1994, 1867 UNTS 3 (entered into force 1 January 1995), annex 1A (General Agreement on Tanffi 
and Trade) 1867 UNTS 190 ('GATT') Article XX(g). Article XX(g) states: ... nothing in this 
Agreement shall be construed to prevent the adoption or enforcement by any contracting 
party of measures: (g) relating to the conservation of exhaustible natural resources...' 

36 This approach seems also to have been taken by the Panel in United States — Restrictions on 
Imports of Tuna (Tuna/ Dolphin II), where the Panel observed, 'that the agreements cited by the 
parties to the dispute were bilateral or plurilateral agreements that were not concluded among 
the contracting parties to the General Agreement, and that they did not apply to the 
interpretation of the General Agreement or the application of its provisions.' Tuna/ Dolphin II, 
GATT Doc DS29/R (1994) (Report of the Panel, un-adopted) (Tuna/Dolphin II) para 5.19. 

37 International Law Commission, Fragmentation of International Law: Difficulties Arising from the 
Diversification and Expansion of International Law (Report of the Study Group of the International 
Law Commission Finalized by Martti Koskenniemi), UN Doc, A/CN.4/L.682 and Corr.1 
and Add. 1 (13 April 2006) para 471. 

38 Margaret A Young, 'The WTO's use of relevant rules of international law: An analysis of the 
Biotech case' (2007) 56(4) The International & Comparative Law Quarterly 907, 916-918; Joost 
Pauwelyn, 'The Role of Public International Law in the WTO: How Far Can We Go?' (2001) 
95 The American Journal of International Law 535, 575-576; 
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the relations between all WTO Members' 39  and therefore is excluded by Article 31(3)(c). 

But Article 31(3)(c) refers to 'the parties' not 'all the parties' and, as Pauwelyn argues, this 

indicates that the formal acceptance of non-WTO sources by all the parties is not required. 40  

It is sufficient if it can be established that there was implicit consent to the rule, or that 

the rule reflected the 'common intentions' of the WTO members. If, for example, it was 

established that a rule contained in CITES was implicitly accepted, or at least tolerated, 

by WTO members so that it could 'reasonably be considered to express the common 

intentions or understanding of all members as to the meaning of the WTO term', 41  then 

interpreting WTO provisions in accordance with such a non-WTO source should be 

permitted as it would be applicable in the relations between the parties. This approach is 

perhaps reflected in US — Shrimp42  where Appellate Body referred to various non-WTO 

sources to interpret Article XX(g) of the GATT (this aspect of the US — Shrimp dispute is 

discussed further below at p 136). 

Thirdly, as noted above (see pp 125-126) the Panel was concerned that to adopt an 

approach to Article 31(3)(c) which focused on 'the parties to a dispute' rather than its 

preferred 'all the WTO members' approach would mean that a sovereign state which had 

decided not to accept a particular treaty (or rule) could find its rights and obligations 

under the WTO affected by a treaty or rule which it had decided not accept. However, as 

Franken and Burchardi point out, 'the Panel's "all WTO Members" interpretation of 

Article 31(3)(c) would negatively affect the intention of those WTO Members which, in 

addition to their WTO rights and obligations, have agreed on further rules in other 

treaties.'43  Pauwelyn refers to this problem as well (in the context of refuting arguments 

that the WTO should be viewed as a self-contained regime free from the influence of 

other sources of international law). In Pauwelyn's opinion, 'Mather than preserve the 

sovereign will of WTO Members, not to give affect to such other treaties would 

39 

 

EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.71. 

40 Joost Pauwelyn, 'The Role of Public International Law in the WTO: How Far Can We Go?' 
(2001) 95 The American Journal of International Law 535, 575-576; See also on this point, but in 
the context of the United Nations Convention on the Law of the Sea (UNCLOS) Alan Boyle, 
'Further Development of the Law of the Sea Convention: Mechanisms for Change' (2005) 54 
International and Comparative Lairarterly 563, 571. 

41 Joost Pauwelyn, The Role of Public International Law in the WTO: How Far Can We Go?' 
(2001) 95 The American Journal of International Law 535, 576. 

42 WTO Doc WT/DS58/AB/R (1998) (Report of the Appellate Body) (` US — Shrimp'). 
43 Lorenz Franken and Jan-Erik Burchardi, 'Beyond Biosafety - An Analysis of the EC-Biotech 

Panel Report' (2007) 62(1) Aussenwirtsch0 77, 83. 
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undermine state sovereignty and the democratic legitimacy of WTO ru1es.'44 Thus, 

contrary to the Panel's concern that utilising non-WTO sources to interpret WTO 

provisions would undermine the rights of those states which had not consented to those 

non-WTO sources, the same result is achieved, but perhaps to a greater degree, under 

the Panel's approach. 

Ultimately, it should be recalled that this issue concerns the interpretative value of other 

rules of international law. Any concerns that to allow other treaties to be used in such a 

manner would potentially affect the rights of \VTO members are misplaced. This is 

because: 

interpretation does not "add" anything to the instrument that is 

being interpreted. It constructs the meaning of the instrument by a 

legal technique (a technique specifically approved by the DSU) that 

involves taking account of its normative environment. Here it 

appears immaterial whether recourse to other agreements is had 

under article 31(3)(c), as supplementary means of interpretation, as 

evidence of party intent or of ordinary meaning or good faith... The 

rationale remains that of seeing States when they are acting within 

the WTO system as identical with themselves as they act in other 

institutional and normative contexts.45  

Finally, it should be noted that the Panel considered that relevant rules of customary 

international law or general principles of international law were relevant under Article 

31(3)(c) to interpret WTO provisions. (It is for this reason that the Panel's 'all WTO 

members' approach does not affect the relevance of the Vienna Convention itself, a treaty 

which has a considerably smaller membership than does the WT0. 46  As the Panel noted, 

the Vienna Convention simply codifies what is considered to be the customary international 

law on the interpretation of treaties. As such, membership to the Vienna Convention is not 

44 Joost Pauwelyn, 'How to Win a World Trade Organization Dispute Based on Non-World 
Trade Organization Law? Questions of Jurisdiction and Merits' (2003) 37(6) Journal of World 
Trade 997, fn 21. 

45  International Law Commission, Fragmentation of International Law: Difficulties Arising from the 
Diversification and Expansion of International Law, (Report of the Study Group of the 
International Law Commission Finalized by Martti Koskenniemi), UN Doc, A/CN.4/L.682 
and Corr.1 and Add. 1 (13 April 2006), para 447. 

46 As of mid 2008 the Vienna Convention had 108 parties and the WTO 153. See also, Michael 
Lennard, 'Navigating by the Stars: Interpreting the WTO Agreements' (2002) 5(1) Journal of 
International Economic Law 17, 18-19. 

129 



A CRITICAL ANALYSIS OF EC - BIOTECH 

a pre-requisite for its relevance as an interpretative guide for the W1"0 rules (as is 

specified in Article 3.2 of the DSU). The Panel's conclusion that the precautionary 

principle, should it be considered a general principle or customary rule of international 

law, could be relevant to its interpretation of WTO rules also reflects this approach. 47  

However, citing the fact that the legal debate was still on-going as to the status of the 

precautionary principle in international law (see discussion above at pp 82-85 for an 

overview of the precautionary principle), the Panel declined to consider what bearing the 

principle may or may not have had on the interpretation of the WTO provisions under 

consideration. Further, the Panel pointed out that in light of its analysis of the issues in 

the EC — Biotech dispute, it was not necessary to take a position on the status of the 

precautionary principle in international law.48  

The Ordinag Meaning of Things? The Panel's Approach to Other Rules of 

International Law 

1 	Introduction 

The Panel in EC — Biotech was, of course, aware that the Appellate Body had in fact 

referred to numerous non-WTO sources in its interpretation of the phrase 'exhaustible 

natural resources' in US — Shrimp. 49  The Panel dealt with this issue by choosing to 

narrowly defme the basis upon which it regarded the Appellate Body to have made those 

references. However, as is argued below, the Panel's overall approach to the 

interpretation of WTO rules led it to mischaracterise the Appellate Body's application of 

non-WTO sources in US — Shrimp. 

2 	The Dictionag Approach 

According to the Panel, under Article 31(1) of the Vienna Convention, other relevant rules 

of international law could be considered as interpretive aids, 'not because they are legal 

47 On this point in the context of the United Nations Convention on the Law of the Sea (UNCLOS) 
see Alan Boyle, 'Further Development of the Law of the Sea Convention: Mechanisms for 
Change' (2005) 54 International and Comparative Law Quarterly 563, 571. 

48 BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) paras 7.88-7.89. 

49 United States — Import Prohibition of Certain Shrimp and Shrimp Products, WTO Doc. 
WT/DS58/AB/R (1998) (Appellate Body Report) (' US — shrimp'). 
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rules, but rather because they may provide evidence of the ordinary meaning of the terms 

in the same way that dictionaries do.' 50  The Panel considered that the provisions of the 

Convention on Biological Diversi051  (CBD) and Biosafety Protocol were unhelpful in 

determining the meaning of the various WTO rules under consideration and that 

therefore it was not necessary to consult them. The ILC Study Group argues that the 

Panel adopted this approach in order to mitigate the consequences of its interpretation of 

Article 31(3)(c) of the Vienna Convention (i.e. that the phrase 'all the parties' meant 'all 

WTO members'). According to the ILC Study Group, `...taking "other treaties" into 

account as evidence of "ordinary meaning" appears a rather contrived way of preventing 

the "clinical isolation" as emphasized by the Appellate Body.' 52  

However, perhaps the Panel's refusal to view the treaties put forward by the EC as 

informative, (under either Article 31(3)(c) because they were not applicable to all WTO 

members, or Article 31(1) because they did not illuminate the 'ordinary meaning' of 

words under consideration) reveals more than just a contrived way of preventing the 

'clinical isolation' referred to by the Appellate Body in US — Gasoline. 53  Rather, perhaps 

the Panel's refusal to accept the potential interpretive effect of such rules (under Article 

31(3)(c) or otherwise) reveals that the Panel was concerned to justify its particular 

approach to the resolution of the dispute. Treating other rules of international law as 

relevant only in the sense of dictibnary definitions was convenient as it allowed the Panel • 

to cherry-pick those definitions that supported its interpretations and ignore those that 

did not. As is argued in Chapter IV, the Panel used this approach to justify an expansive 

reading of the scope of the applicability of the SPS Agreement while at the same time 

restricting the scope of key concepts, such as risk assessment and precaution, by refusing 

to accept evidence pertaining to these concepts as utilised in other international 

instruments. 

50 BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.92. 

51 Convention on Biological Diversity (opened for signature 5 June 1992) 1760 UNTS 142 (entered 
into force 29 December 1993). 

52 Report of the Study Group of the International Law Commission Finalized by Martti 
Koskenniemi, Fragmentation of International Law: Difficulties Arising from the Diversification and 
Expansion of International Law, International Law Commission, UN Doc, A/CN.4/L.682 and 
Corr.1 and Add. 1 (13 April 2006), 228. 

53 United States — Standards for Reformulated and Conventional Gasoline, WTO Doc WT/DS2/AB/R 
(1996) (Report of the Appellate Body), 17. 
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3 	Referring to non-IFTO sources in US — Shrimp 

In US — ShriV54  an issue arose as to the meaning of the phrase 'exhaustible natural 

resources' in Article XX(g) of the GATT and whether or not this provision could be said 

to apply to the protection of sea turtles (i.e. were turtles capable of being considered 

exhaustible natural resources?) In order to resolve this question, which it did in the 

affirmative, the Appellate Body referred to numerous non-WTO sources to interpret the 

meaning of Article XX(g). As was noted above, the EC — Biotech Panel understood the 

approach adopted by the Appellate Body in US — Shrimp, in relation to the use of non-

WTO sources, to accord with Article 31(1) of the Vienna Convention. 55  Article 31(1) states, 

'A treaty shall be interpreted in good faith in accordance with the ordinary meaning to be 

given to the terms of the treaty in their context and in the light of its object and 

purpose.'56  The Panel considered that, in US — Shrimp, the Appellate Body was using 

non-WTO sources (i.e. other relevant rules of international law) under Article 31(1) of 

the Vienna Convention in the sense of dictionary type meanings to interpret the 'ordinary 

meaning' of the words under consideration. However, perhaps the Panel's interpretation 

of the Appellate Body's approach may be more a justification of their refusal to find the 

non-WTO sources put forward by the EC as relevant, rather than a rigorous evaluation 

of the Appellate Body's approach. 

In US — Shrimp, the Appellate Body did not specifically mention the Vienna Convention 

rules on treaty interpretation in regard to its reference to non-WTO sources in relation to 

interpreting the meaning of the term 'exhaustible natural resources' as used in Article 

54 The US — Shrimp dispute arose pursuant to a request lodged by India, Malaysia, Pakistan, and 
Thailand over a ban on the importation of shrimp into the US that were caught in a manner 
that adversely affected sea turtles. In order to have access to American markets, exporters 
were required to provide evidence of a regulatory program for the protection of sea turtles 
comparable to that of the US, or at least provide evidence that shrimp harvesting did not take 
place in an environment that threatened sea turtles. Among other violations, the complainants 
argued that the US measures were contrary to the most favoured nation principle in Article I 
because they treated 'physically identical shrimp and shrimp products' from various nations 
differently. The US countered that sea turtles were a shared natural resource and were listed 
under Appendix I to CITES and that the use of Turtle Excluder Devices (TEDs) to protect 
against incidental capture (as required by the US measure) was now recognised as a 
multilateral environmental standard. Moreover, the US argued that even if the measures were 
found to be in violation of GATT provisions, they were nevertheless justified under the 
Article XX (b) or (g) exceptions to the GATT rules. 

55 

 

BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.94. 

56 Vienna Convention, opened for signature 23 May 1969, 1155 UNTS 331, (entered into force 27 
January 1980), Article 31(1). 
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XX(g) of the GAIT. It did, however, mention the Vienna Convention rules (specifically, 

Article 32) to justify recourse to the negotiating history of the GATT as a means of 

'supplementary interpretation' in order to interpret the chapeau of Article XX. 57  This 

would seem to indicate that the Appellate Body's failure to mention the Vienna Convention 

when referring to non-WTO sources to determine the meaning of 'exhaustible natural 

resources' in Article XX(g) was not arbitrary. Moreover, the Appellate Body noted (in 

footnotes) the ratification status of each of the conventions it referred to, in relation to 

interpreting 'exhaustible natural resources', for each of the parties to the dispute. 58  As the 

EC had pointed in EC — Biotech, this membership was considerably mixed. 59  Further, the 

Appellate Body has previously stated (on more than one occasion) that 'clearly... 

dictionary meanings leave many interpretive questions open'. 60  Taken together, these 

considerations point to a different conclusion than that advanced by the Panel in EC — 

Biotech as to the basis upon which the Appellate Body referred to non-WTO sources in 

US — Shrimp to interpret Article XX(g) of the GATT. 

(a) Referring to non- WTO sources in US — Shrimp: On What Basis? 

While the foregoing discussion demonstrates that it can be reasonably argued that the 

Appellate Body was not referring to non-WTO sources to elucidate the ordinary meaning. 

of certain terms under Article 31(1) of the Vienna Convention, as argued by the Panel in 

EC — Biotech, the question remains as to on what basis the Appellate Body was referring 

to such sources? Although the EC — Biotech Panel refused, for reasons outlined above, to 

entertain the possibility that non-WTO sources could be used to interpret WTO 

provisions under Article 31(3)(c), it is nevertheless possible to view the Appellate Body's 

approach in US —Shrimp as doing exactly that. For example, one possibility is that the 

Appellate Body's approach may be understood as recognition that all WTO members 

57  This was in relation to its interpretation of the nature of the chapeau to Article XX: US — 
Shrimp, WTO Doc WT/DS58/AB/R (1998) (Report of the Appellate Body) para 157 (fn 
152). 

58 The Appellate Body made no mention of the status of the conventions and declarations in 
regard to the wro membership in general. 

59  EC — Biotech, WTO 	Doc WT/DS291/R/Add.2, 	WT/DS292/R/Add.2, 
WT/DS293/R/Add.2 (2006) (Report of the Panel) D-91, answer to question 4; see also EC — 
Biotech, WTO Doc WT/DS291/R/Add.4, WT/DS292/R/Add.4, WT/DS293/R/Add.4 
(2006) (Report of the Panel) F-185. 

60 Canada — Measures Affecting the Export of Civilian Aircraft, WTO Doc WT/DS70/AB/R (1999) 
(Report of the Appellate Body) para 153; see also European Communities — Measures Affecting 
Asbestos and Asbestos-Containing Products, WTO Doc. WT/DS135/AB/R (2001) (Report of the 
Appellate Body) ('EC — Asbestos') para 92. 

133 



A CRITICAL ANALYSIS OF EC - BIOTECH 

need not be parties to a treaty in order for that treaty to have interpretative value or 

effect. As noted above (see pp 127-128), this may be so in instances where it can be 

established that the non-WM source represents the 'common intentions' or 

understanding of all WTO members. 61  Another possibility is that the Appellate Body's 

approach can be understood as validation of the use of other non-WTO sources to 

interpret WTO provisions where there is implicit acceptance (or tolerance) of these other 

treaty rules by the parties to the dispute. This explanation of the Appellate Body's use of 

non-WTO sources is similar to the 'common intentions' approach noted above, except 

that in this instance, the common understanding (or implicit acceptance) that leads to the 

relevance of the non-WTO source is that of the parties to the dispute rather than all the 

WTO members. 62  

In this regard, it should be noted that the Appellate Body in US — Shrimp did not 

explicitly canvass how the sources it referred to reflected the common intentions of the 

disputants. 63  However, recalling that the Appellate Body specifically referred to the 

parties' ratification status of the treaties upon which it relied, it could be argued that by 

doing so, the Appellate Body implicitly recognised the acceptance and consequently the 

relevance of the norms or rules contained in those treaties to interpreting WTO rules. 

According to Howse, the Appellate Body noted the status of each of the treaties, 

to show that among the disputants there was broad acceptance 

among them of the norm in question, overlapping between the 

various instruments to which there were differing degrees of formal 

state consent among different disputants. What was at stake was not 

determining whether a rule was applicable between the parties in the 

sense of "binding" in positive law, but whether the norm, as among 

61 See Joost Pauwelyn, 'The Role of Public International Law in the WTO: How Far Can We 
Go?' (2001) 95 The American Journal of International Law 535, 576. 

62 See, for example, International Law Commission, Fragmentation of International Law: Difficulties 
Arising from the Diversification and Expansion of International Law, (Report of the Study Group of 
the International Law Commission Finalized by Martti Koskenniemi), UN Doc, 
A/CN.4/L.682 and Corr.1 and Add. 1 (13 April 2006) para 472. 

63 See for example Joost Pauwelyn, 'The Role of Public International Law in the WTO: How 
Far Can We Go?' (2001) 95 The American Journal of International Law 535, 575-576. 
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these parties to this dispute, could be applied as a legitimate 

community norm or standard. 64 

Taking this argument a step further, Sands argues that the Appellate Body in US — Shrimp 

referred to various sources of international law (both hard and soft) in order to identify 

an 'international value' that was at the heart of those instruments and thereby 'justify (or 

not) in legal terms the "unilateral act" of a particular state'. 65  

4 	Conclusion 

Whichever of the above possibilities is preferred as a justification for the Appellate 

Body's approach in US — Shiimp,66  the salient point is that there is ample scope for other 

treaties to validly (i.e. legally) impart interpretative meaning to the WTO agreements, 

contrary to the approach of the Panel in EC — Biotech. In the opinion of the Appellate 

Body in US — 

[diven the recent acknowledgement by the international community 

of the importance of concerted bilateral or multilateral action to 

protect living natural resources, and recalling the explicit recognition 

by WTO Members of the objective of sustainable development in 

the preamble of the WTO Agreement, we believe it is too late in the 

day to suppose that Article XX(g) of the GATT 1994 may be read as 

64 Robert Howse, 'The Use and Abuse of Other "Relevant Rules Of International Law" in 
Treaty Interpretation: Insights From WTO Trade/Environment Litigation' (Working Paper 
No 2007/1, Institute for International Law and Justice, 2007) 15. 

65 Philippe Sands, "Unilateralism", Values, and International Law' (2000) 11(2) European Journal 
of International Law 291, 301. 

66 Yet another possibility is that the Appellate Body's approach can be justified under other sub 
sections of Article 31 of the Vienna Convention. For example, Young argues that both Article 
31(2) and 31(3)(b) may explain the Appellate Body's approach. In relation to Article 31(2) 
Young argues that the Appellate Body 'found the relevant context in the preambular reference 
in the WTO Agreement to the principle of "sustainable development". This necessitated 
"exhaustible natural resources" to be read according to contemporary concerns.' In relation to 
Article 31(3)(b) Young points to the 'Appellate Body's consideration of the subsequent 
practice of the international community in entering various international agreements, 
including UNCLOS, CBD and Agenda 21 (without considering whether these were signed by 
parties)'. See Margaret A Young, 'The WTO's use of relevant rules of international law: An 
analysis of the Biotech case' (2007) 56(4) The International & Comparative Law Quarterly 907, 
920, fns 91-92. 
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referring only to the conservation of exhaustible mineral or other 

non-living natural resources. 67  

While these statements were made in relation to the interpretation of Article XX(g), they 

can be read as having broader application, as the preamble to the WTO Agreement affects 

the interpretation of all the covered agreements. 68  Importantly, the Appellate Body's 

statement reflects the view that the WTO agreements are not to be read in 'clinical 

isolation' and further strengthens the role that other, non-trade values as reflected in 

relevant international treaties may play in informing normative interpretations of the 

international trade regime in the context of dispute settlement. 69  Interpreting WTO rules 

in this manner not only affords greater dynamism to such interpretations, thereby 

allowing WTO rules to refect modern understandings of certain terms,70  it also provides 

greater coherence in international law by allowing the cross-fertilisation of treaty terms, 

making conflict between treaties less likely. 

A Possible Alternative 

1 	An Oblique Reference to the Applicability of International Law to WTO Rules? 

At one point in its decision, the Panel in EC — Biotech does mention — in what Young 

refers to as an 'oblique' reference — the possibility that the rules of international law 

could be considered to be 'applicable' to WTO law. The Panel stated that it was not 

deciding whether or not a relevant rule of international law in a treaty that was applicable 

67 Us— Shrimp, WTO Doc WT/DS58/AB/R (1998) (Report of the Appellate Body) para 131. 
68 Us— Shrimp, WTO Doc WT/DS58/AB/R (1998) (Report of the Appellate Body) para 153. 
69 See Michael Trebilcock and Robert Howse, The Regulation of International Trade (3r8  ed, 2005) 

533. 
70  The Appellate Body stated that the phrase exhaustible natural resources 'must be must be 

read by a treaty interpreter in the light of contemporary concerns of the community of 
nations about the protection and conservation of the environment': US — Shrimp, WTO Doc 
WT/D558/AB/R (1998) (Report of the Appellate Body) para 129. The Appellate Body went 
on to note that, 'concepts embodied in a treaty are "by definition, evolutionary", their 
"interpretation cannot remain unaffected by the subsequent development of law... Moreover, 
an international instrument has to be interpreted and applied within the framework of the 
entire legal system prevailing at the time of the interpretation": US — Shrimp, WTO Doc 
WT/DS58/AB/R (1998) (Report of the Appellate Body) para 130, fn 109 (quoting Legal 
Consequences for States of the Continued Presence of South Africa in Namibia (South West Africa) 
notwithstanding Security Council Resolution 276 (1970), (Advisory Opinion) (1971) ICJ Rep 16). 

71 Margaret A Young, 'The WTO's use of relevant rules of international law: An analysis of the 
Biotech case' (2007) 56(4) The International & Comparative Law Quarterly 907, 912. 
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to all the parties to a WTO dispute, but not to all WTO members, could provide a basis 

for interpreting WTO provisions when all the disputing parties argue that the WTO 

provisions should be interpreted in light of that treaty rule. 72  According to the Panel, 

it is important to note that the present case is not one in which 

relevant rules of international law are applicable in the relations 

between all parties to the dispute, but not between all WTO 

Members, and in which all parties to the dispute argue that a 

multilateral WTO agreement should be interpreted in the light of 

these other rules of international law. 73  

However, the EC framed their argument concerning the relevance of the CBD, Biosafety 

Protocol in terms of the proper interpretation to be given the relevant WTO provisions 

(which is understandable given the Appellate Body's past use of international law for 

interpretative purposes in cases such as US — Shrimp). The two approaches; the general 

'applicability' of other rules of international law to the WTO, and the 'interpretation' of 

WTO agreements in accordance with customary rules of international law, are distinct. 

However, despite the Panel alluding to the necessity that such rules be applicable 

between all the disputants in order to possibly be considered relevant as outlined in the 

above quote, there was perhaps scope for the EC to have argued for the direct 

applicability of rules of international law to the WTO, aside from their interpretive 

value. 74 

2 	Support for Applicabilio of Other Rules of International Lau) 

Such an approach is not without merit or support. Commentators have argued that 

WTO rules are properly located within the corpus of general public international law 75  

72 EC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.72. 

73 Ibid. 
74 See Mexico — Tax Measures on Soft Drinks and Other Beverages, wro Doc WT/DS308/AB/R 

(2006) (Report of the Appellate Body) para 56, where the Appellate Body alludes to this issue 
but does not address it. 

75  Indeed, Lindroos and Mehling claim that, `few would nowadays claim that the World Trade 
Organization... is entirely self-contained, existing in isolation from international law.' Anja 
Lindroos and Michael Mehling, 'Dispelling the Chimera of 'Self-Contained Regimes': 
International Law and the wro' (2005) 16 European Journal of International Law 857, 858, 861; 
See also Jiaxiang Hu, 'The Role of International Law in the Development of WTO Law' 
(2004) 7(1) Journal of International Economic Law 143, 144-149. 
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and therefore the rules of international law are relevant to, and can affect wro law.70  If, 

for example, a rule contained in the Biosafety Protocol was a reflection of a rule of public 

international law, and it was not expressly excluded by the WTO agreements or by other 

rules of international law, then there is no reason why it could not provide a defence in 

the context of a WTO dispute in appropriate circumstances. The Panel in Korea — 

Measures Affecting Government Procurement (Korea — Procurement) seemed to agree with this 

argument — at least in relation to customary international law: 

We take note that Article 3.2 of the DSU requires that we seek within 

the context of a particular dispute to clarify the existing provisions of 

the WTO agreements in accordance with customary rules of 

interpretation of public international law. However, the relationship 

of the wro Agreements to customary international law is broader 

than this. Customary international law applies generally to the 

economic relations between the WTO Members. Such international 

law applies to the extent that the wro treaty agreements do not 

"contract out" from it. 78  (Footnote omitted). 

More recently, the Panel in United States — Continued Suspension of Obligations in the EC — 

Hormones DiOute79  (US — Hormones Suspension) has also voiced support for this view of the 

relationship between WTO rules and general international law. 80  

76 Pauwelyn argues that WTO law is part of the corpus of general public international law, 
which is not hierarchy based (aside from jus cogens). Accordingly, public international law is 
relevant to WTO rules in a variety of ways. Pauwelyn notes that of particular relevance to 
WTO rules in this regard are 'rules on the law of treaties, state responsibility, and settlement 
of disputes, but also of other treaty rules that regulate or have an impact on the trade relations 
between states such as certain rules in environmental or human rights conventions and 
customs unions or free trade arrangements.' Joost Pauwelyn, 'The Role of Public 
International Law in the WTO: How Far Can We Go?' (2001) 95 The American Journal of 
International Law 535, 540-541; see also Lorand Bartels, 'Applicable Law in WTO Dispute 
Settlement Proceedings' (2001) 35(3) Journal of World Trade 499. David Palmeter and Petros C 
Mavroidis, 'The WTO Legal System: Sources of Law' (1998) 92(3) American Journal of 
International Law 398, 399, 406-413; Anja Lindroos and Michael Mehling, 'Dispelling the 
Chimera of 'Self-Contained Regimes': International Law and the WTO' (2005) 16 European 
Journal of International Law 857, 858. 

77 WTO Doc WT/DS163/R (2000) (Report of the Panel) (`Korea — Procurement). 
78 Korea — Procurement, WTO Doc WT/DS163/R (2000) (Report of the Panel) paras 7.96, 7.101 

at fn 755. 
79 WTO Doc WT/DS320/R (2008) (Report of the Panel) (' US — Hormones Suspension'). 
80 These comments were made in relation to the applicability of the international law principle 

of good faith to the rules of the WTO: see US — Hormones Suspension, WTO Doc 
WT/DS320/R (2008) (Report of the Panel) para 7.336. 
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However, the issue of the direct applicability of other rules of international law to the 

WTO is still not setded81  in either wro case law82  or doctrine,83  and there appears to be 

some confusion over its use and relevance. As noted above, questions remain concerning 

the bases upon which both WTO panels and the Appellate Body have referred to non-

WTO sources and have used such sources in their decisions. In the context of wro 
dispute resolution, Pauwelyn argues that international law rules are directly applicable to 

WTO provisions and as such have been frequently applied (or at least referred to) by 

panels and the Appellate Body: 

\X/TO jurisprudence also confirms that the DSU, or any other WTO rule, 

should not be interpreted as limiting the applicable law before a WTO 

panel to WTO covered agreements. In practice, panels and the Appellate 

Body alike have frequently referred to and applied other rules of 

international law in examining WTO claims. They have done so not only 

in interpreting WTO covered agreements. More important, WTO panels 

and the Appellate Body have applied other rules of international law 

independently of construing a given WTO provision. 84  

The Panel in EC — Biotech did not address this issue directly,85  however, in regard to the 

EC's contention that the Appellate Body had, in the past, used non-WTO sources as an 

interpretive aid, the Panel seemed to be of the view that this was not done because of the 

direct applicability of such rules to the WTO. Instead, in the Panel's opinion, this was 

81 Yasuhei Taniguchi, Alan Yanovich and Jan Bohanes, The IFTO in the Twenty-first Century: 
Dispute Settlement, Negotiations, and Regionalism in Asia (2007) 61-62. See also International Law 
Commission, Fragmentation of International Law: Difficulties Arising from the Diversification and 
Expansion of International Law, (Report of the Study Group of the International Law 
Commission Finalized by Martti Koskenniemi), UN Doc, A/CN.4/L.682 and Corr.1 and 
Add. 1 (13 April 2006) fn 43. 

82 See for example, European Communities — Measures Affecting the Importation of Certain Poultry 
Products WTO Doc WT/DS69/AB/R (98-2688) (1998) (Report of the Appellate Body), paras 
79-83, where the Appellate Body stated that an agreement between the EC and Brazil (the 
Oilseeds Agreement) could only be considered as a supplementary means of interpretation. 

83 For example Trachtman argues that 'Nile mandate to WTO dispute resolution panels, to the 
Appellate Body, and to the Dispute Settlement Body is clear: apply (directly) only WTO law.' 
Joel P Trachtman, 'The Domain of WTO Dispute Resolution' (1999) 40 Harvard International 
Law Journal 333, 342; Jonathan I Charney, 'Is International Law Threatened by Multiple 
International Tribunals?' (1998) 271 &cued des Cours 101, 219; 

84 Joost Pauwelyn, 'The Role of Public International Law in the WTO: How Far Can We Go?' 
(2001) 95 The American Journal of International Law 535, 562-563. 

85 As noted above at p 137, the Panel seemed to allude to this issue but decided to not to 
address it: EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) 
(Report of the Panel) para 7.72. 
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done, as noted (see p 131 above), only to clarify or interpret the 'ordinary meaning' of 

particular WTO terms. Therefore, it would appear that the Panel would not have 

responded favourably to arguments that rules of international law were directly 

applicable to the dispute before it. 

Conclusion 

The issue of the relevance of other rules of international law to those of the WTO, 

although only occupying roughly 15 pages of the Panel's 1000-plus pages of findings, was 

significant and raised a considerable dilemma for the Panel. The resolution of this matter 

required an interpretive approach that was either restrictive, and therefore legally 

questionable from an international law perspective as argued in this Chapter, or one that 

was expansive, and therefore potentially contentious among the WTO membership. The 

Panel opted for the former over the latter. However, by doing so, the Panel potentially 

created more problems than it solved. 

For example, the Panel's narrow interpretation of the meaning of the phrase 'applicable 

in the relations between the parties' in Article 31(3)(c) of the Vienna Convention is 

problematic. In the Panel's view, the term 'parties' in the above phrase refers to all the 

members of the treaty or convention being interpreted, i.e. all the WTO members. While 

this may have pleased some WTO members by insulating the WTO agreements from the 

influence of other instruments of international law to which these members were not 

parties, it creates other potential difficulties for the future resolution of WTO disputes. 

This is because it results in 'the isolation of multilateral agreements as "islands" 

permitting no references inter se in their application'86  and thereby encourages the 

fragmentation of international law. 

This problem is particularly acute for multilateral agreements that have wide membership 

as the likelihood that there is congruence of membership between multilateral 

agreements becomes more remote as membership numbers increases. Hence, given the 

WTO's wide membership, it is unlikely that there will ever be complete overlap with the 

86 International Law Commission, Fragmentation of International Law: Difficulties Arising from the 
Diversification and Expansion of International Law, (Report of the Study Group of the 
International Law Commission Finalized by Martti Koskenniemi), UN Doc, A/CN.4/L.682 
and Corr.1 and Add. 1 (13 April 2006) para 471. 
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membership of other multilateral agreements. However, under the Panel's 'all WTO 

members' approach in EC — Biotech, congruence of multilateral treaty membership is a 

necessary condition in order for such treaties to provide mutually supportive 

interpretations. This approach therefore discounts the interpretive relevance of MEAs 

such as CITES to the provisions of the WTO agreements. This may lead to compliance 

difficulties for nations that are members of both regimes, and further, increases the 

likelihood of conflict between the rules of the multilateral trade regime and those of 

MEAs. According to the International Law Commission, the Panel's approach in EC — 

Biotech goes against the 'legislative ethos behind most of multilateral treaty-making'. 87  

Moreover, such an approach may also be contrary to that adopted by the Appellate Body 

in US — Shrimp. In order to reconcile its stance on the interpretive effect of other treaties 

on the WTO agreements with the decision of the Appellate Body in US — Shrimp, the 

Panel stated that it believed the Appellate Body to have endorsed an approach where 

other treaties could be informative in the sense of a dictionary (i.e. to clarify the 'ordinary 

meaning' of certain terms). However, as was argued above, there are other, more 

plausible explanations for the Appellate Body's use of other international instruments in 

US — Shrimp. For example, that such treaties were deemed relevant under Article 31(3)(c) 

of the Vienna Convention as they represented the common intentions of the parties to the 

treaties being interpreted. The Panel's 'ordinary meaning' approach to the issue of the 

interpretative value of other treaties is problematic in that "[o]rdinary meaning' is a 

seductively simple phrase, suggesting a natural meaning and masking the fact that a 

different understanding of the meaning of terms is likely to be the root of the conflict.' 88  

As is discussed further below in Chapter IV, the Panel used this 'ordinary meaning' 

approach to justify referring to certain international agreements to support its conclusion 

that the EC's measures were in their entirety, sanitary and phytosanitary (SPS) measures. 

The refusal of the Panel to view other rules of international law as informative, other 

than as elucidating the 'ordinary meaning' of a term as in the sense of a dictionary, was 

perhaps more about the contentious nature of the EC — Biotech dispute than the legal 

soundness of the Panel's approach. Indeed, Panel in EC — Biotech was undoubtedly aware 

of the potentially contentious and political nature of the dispute before it. A decision that 

87  Ibid. 
88  Margaret A Young, 'The WTO's use of relevant rules of international law: An analysis of the 

Biotech case' (2007) 56(4) The International & Comparative Law Quarterly 907, 920. 
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was seen to lean too heavily in one direction or the other may have been unpalatable to 

certain WTO members, depending upon their stance on GMOs. However, not all the 

issues raised by the disputants were capable of being resolved satisfactorily from both a 

legal and political standpoint — the relevance of other rules of international law being a 

case in point. By adopting a conservative, narrow approach to the resolution of this issue, 

the Panel may have satisfied particular WTO members. However, it did so at the expense 

of providing greater coherence in international law. As the International Law 

Commission states in this regard, 'Nile panel buys what it calls the "consistency" of its 

interpretation of the WTO Treaty at the cost of the consistency of the multilateral treaty 

system as a whole.' 89  Accordingly, while this aspect of the Panel's decision may have been 

politically convenient, by restricting the relevance of other rules of international law in 

manner that it did, the Panel has increased the isolation of WTO law — and this is 

something that may have a negative impact on the resolution of future WTO disputes. 

89 International Law Commission, Fragmentation of International Law: Difficulties Arising from the 
Diversification and Expansion of International Law, (Report of the Study Group of the 
International Law Commission Finalized by Mann Koskenniemi), UN Doc, A/CN.4/L.682 
and Corr.1 and Add. 1 (13 April 2006) 227-228. 
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IV THE APPLICABILITY OF THE SPS AGREEMENT TO THE 

EC's MEASURES IN EC - BIOTECH 

Regarding the substantive aspects of this case, we note that the 

Panel's work was made difficult not just because of the often 

technical and/or scientific nature of the material submitted to us, but 

also because the Parties' submissions raised a series of fundamental 

legal issues (e.g., concerning the scope of the SPS Agreement) which 

required careful consideration. 

EC — Biotech Panel para 7.43 

Introduction 

The interpretive value of other rules of international law (as discussed in Chapter III) was 

not the only substantive legal issue of a complex nature that the Panel in European 

Communities — Measures Affecting the Approval and Marketing of Biotech Pro ductsl  (EC — Biotech) 

was required to address. The parties to the dispute had made arguments under several 

World Trade Organization (WTO) agreements, including: the Agreement on the Application 

of Sanitag and Phytosanitag Measures2  (SPS Agreemen6; the Agreement on Technical Barriers to 

Trades (TBT Agreement); and the General Agreement on Tariffs and Traded (GATT). 

However, the majority of these arguments centred on the provisions of the SPS 

Agreement. Accordingly, the Panel had to address whether or not the European 

Communities' (EC) biotech approval regime and, in turn, the measures said to be based 

on the EC's approval regime that formed the basis of the complainant's case, 5  could be 

WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the Panel) ('EC 
— Biotech'). 

2 Marrakesh Agreement Establishing the World Trade Otgankation, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitary, and Phytosanitary Measures) 1867 UNTS 493, (`SPS Agreement). 

3 Marrakesh Agreement Establishing the World Trade Olgankation, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on Technical 
Barriers to Trade) 1868 UNTS 120 ('TBT Agreement'). 

4 Marrakesh Agreement Establishing the World Trade Ogankation, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), annex 1A (General Agreement on Tariffs 
and Trade) 1867 UNTS 190 ('GATT'). 

3 The general moratorium, the product-specific measures and the national safeguard measures. 
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regarded as sanitary and phytosanitary (SPS) measures. If not, then perhaps the measures 

complained of fell partly under the TBT Agreement and/or the GATT. Had the Panel 

found that this was the case, it would have significantly changed the focus of the dispute. 

The Panel would have had to examine the aspects of the EC's measures that fell under 

the science-based disciplines of the SPS Agreement, as well as the possible discriminatory 

effects of the measures in light of the GATT (including any Article XX justifications put 

forward by the EC), and/or the technical based focus of the TBT Agreement. However, 

the Panel avoided potentially contentious issues that would have arisen under the GATT 

(and consideration of the Article XX exceptions) and TBT Agreement by characterising 

the EC's measures as SPS measures in their entirety. 6  

This outcome however, was achieved by 'shoehorning' the EC's measures into the 

definitions contained in Annex A of the SPS Agreement. 7  The Panel's approach has 

arguably expanded the scope of those definitions to apply to a much broader range of 

measures than was originally intended. The danger in such an approach is that in future 

disputes, particularly those involving environmental measures, WTO complainants may 

seek redress under the SPS Agreement, thereby necessitating unwarranted scientific 

examinations of the validity of trade-restricting environmental measures. This may 

further exacerbate the possibility of conflicts between multilateral environmental 

agreements (MEAs) and the WTO. 

While characterising the EC's measures as entirely SPS measures may have been 

politically convenient, in that it allowed the Panel to avoid addressing difficult questions 

about the nature of GMOs under WTO rules, the Panel's approach has ramifications for 

the future resolution of WTO disputes. As Conrad notes, the Panel's decision to review 

6 An examination of the EC's measures under the GATT would have required assessing 
whether or not biotech products were like non-biotech products, i.e. were such products in a 
competitive relationship, under Article 3 of the GATT. Likewise, an examination of the EC's 
measures under Article 2.1 of the TBT Agreement, like the GATT, would also have 
necessitated determining whether 'treatment no less favourable' was accorded to 'like 
products'. I.e. the Panel would have had to look at issues of discrimination and likeness. See 
Marrakesh Agreement Establishing the World Trade Organkation, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on Technical 
Barriers to Trade) 1868 UNTS 120 (`TBT Agreement') Article 2.1. 

7 Christiane R Conrad, The EC—Biotech dispute and applicability of the SPS Agreement: are 
the panel's findings built on shaky ground? (2007) 6(2) World Trade Review 233, 237. 
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the EC's measures almost exclusively under the SPS Agreement has set 'the course' not 

only for future disputes involving biotechnology, but for other disputes as well. 8  

The following Chapter will critique the Panel's analysis of the EC's approval regime in 

light of the provisions of the SPS Agreement. Part A will begin by examining some of the 

relevant features of the SPS Agreement itself in order to help inform the discussion of the 

Panel's treatment of the EC's approval regime. Turning to some of the substantive issues 

considered by the Panel in relation to the SPS Agreement, Part B will consider the Panel's 

assessment of whether a member's measures can be considered simultaneously under 

more than one WTO agreement. Although the Panel concluded that this was indeed 

possible, as is discussed in some detail in Part C, the Panel's assessment of the EC's 

approval regime, in light of the provisions of the SPS Agreement, led it to conclude that 

the EC's measures were in their entirety SPS measures. In this regard, Part C will canvass 

some of the more troubling aspects of the Panel's reasoning in the EC — Biotech dispute 

pertaining to the application of the SPS Agreement. To help inform this discussion, this 

Part will first set out the arguments of the parties before turning to examine the Panel's 

conclusions concerning this aspect of the decision. It is argued that the Panel's 

preoccupation with finding that the EC's approval measures for biotech products were 

entirely SPS measures, led it unreasonably expand the scope of application of the SPS 

Agreement. 

A 	What is an SPS measure? 

1 	Introduction 

The Panel in EC—Biotech was required to determine whether the EC's measures could be 

considered SPS measures in terms of their purpose, before considering whether the 

measures were also SPS measures in terms of their form and nature. While these latter 

two considerations did not pose any difficulty for the Panel (the measures quite clearly 

satisfied these requirements) it was the purpose of the EC's Directives that posed a 

considerable challenge for the Panel. In order to better understand the Panel's reasoning 

on this issue, it is useful to first explore what exactly an SPS measure is under the rules of 

the WTO. 

8  Ibid, 235. 
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2 	The SPS Agreement 

SPS measures are domestic measures that are implemented in order to protect human, 

animal or plant life or health from a certain risks. While there is already provision for the 

protection of human, animal or plant life or health in the GATT under Article XX(b), 

the SPS Agreement pertains specifically to the protection of human, animal or plant life or 

health in a sanitary or phytosanitary context. Indeed, the Preamble to the SPS Agreement 

specifically notes that one purpose of the SPS Agreement is to elaborate on the rules of the 

GATT, in particular Article XX(b) as it relates to SPS measures. However, this still leaves 

open the question as to what constitutes an SPS measure, i.e. what risks must a measure 

protect human, animal or plant life or health from in order to be considered an SPS 

measure? The answer is provided by Annex A of the SPS Agreement which gives the 

following definition of an SPS measure: 

Sanitary or phytosanitary measure - Any measure applied: 

(a) to protect animal or plant life or health within the territory of the 

Member from risks arising from the entry, establishment or 

spread of pests, diseases, disease-carrying organisms or disease-

causing organisms; 

(b) to protect human or animal life or health within the territory of 

the Member from risks arising from additives, contaminants, 

toxins or disease-causing organisms in foods, beverages or 

feeds tuffs; 

(c) to protect human life or health within the territory of the 

Member from risks arising from diseases carried by animals, 

plants or products thereof, or from the entry, establishment or 

spread of pests; or 

(d) to prevent or limit other damage within the territory of the 

Member from the entry, establishment or spread of pests. 

Sanitary or phytosanitary measures include all relevant laws, decrees, 

regulations, requirements and procedures including, inter alia, end 

product criteria; processes and production methods; testing, 

inspection, certification and approval procedures; quarantine 

146 



EC - BIOTECH AND THE SPS AGREEMENT 

treatments including relevant requirements associated with the 

transport of animals or plants, or with the materials necessary for 

their survival during transport; provisions on relevant statistical 

methods, sampling procedures and methods of risk assessment; and 

packaging and labelling requirements directly related to food safety. 9  

The essential character of an SPS measure can therefore be found in type of risks, as 

defined in Annex A, that the measure seeks to protect human, animal or plant life or 

health against. 

The right of WTO members to apply SPS measures is not, however, unrestricted. The 

function of the SPS Agreement is to provide members with a framework for the 

application of SPS measures and, importantly, this framework is designed to minimise 

the negative trade effects of SPS measures.lo Broadly speaking, the Agreement's emphasis 

on regulatory harmonization (through the use of international standards, such as those 

developed by international organisations such as the Codex Alimentarius Commission 

and the International Office of Epizootics 11) and science (through detailed requirements 

for a valid risk assessment under the Agreement 12) are directed toward reducing these 

negative impacts. 

As noted, in order for the SPS Agreement to apply to a member's measures, the measure 

under scrutiny must be capable of satisfying the definition of an SPS measure as set out 

in Annex A. However, Article 1 places a further qualification on the application of the 

Agreement by requiring that such measures directly or indirectly affect international 

trade. 13  

9 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, Annex A(1). 

10 See M Rafiqul Islam, International Trade Law of the WTO (2006) 106. 
l Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 

1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, Preamble. See also Article 3 
and Annex A(3) for detailed provisions relating to the use of international standards. 

12 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, Article 5. 

13 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, Article 1. This Panel had no 
difficulty in concluding that this was the case with the EC's biotech approval regime. See EC 
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3 	The SPS Agreement and IFTO Disputes 

While there have been relatively few disputes that have considered the provisions of the 

SPS Agreement to date,14  significant disputes such as European Communities — Measures 

Concerning Meat and Meat Products 15  (EC — Hormones) have provided valuable guidance on 

the application of the Agreement. For example, the Panel in EC — Hormones, succinctly 

outlined the two threshold requirements that must be met in order for the SPS Agreement 

to apply to a member's measure. These requirements are that, `(i) the measure in dispute 

is a sanitary or phytosanitary measure; and (ii) the measure in dispute may, directly or 

indirectly, affect international trade'. 16  As Pauwelyn notes, the determination of whether 

or not a measure meets the first of these criteria is a subjective one. The question is: was 

the measure enacted to protect human animal plant life or health? Pauwelyn also notes 

— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) paras 7.434-7.436. 

14 World Trade Law.net  lists 31 disputes launched under the SPS Agreement since it came into 
force in 1995. The most prominent of these disputes prior to BC— Biotech to be considered 
under the SPS Agreement were the EC — Hormones Panel and Appellate Body decisions: EC — 
Hormones, complaint by US, WTO Doc WT/DS26/R/USA (1997) (Report of the Panel) ('BC—
Hormones'), EC — Hormones, complaint by Canada, WTO Doc WT/DS48/R/CAN (1997) 
(Report of the Panel) ('BC — Hormones'); European Communities — Measures Concerning Meat and 
Meat Products, WTO Doc WT/DS26/AB/R & WT/DS48/AB/R (1998) (Report of the 
Appellate Body) ('BC — Hormones'); the Panel and Appellate Body decisions in Australia — 
Salmon dispute: Australia — Measures Affecting Importation of Salmon WTO Doc WT/DS18/R 
(1998) (Report of the Panel) ('Australia — Salmon'); Australia — Measures Affecting Importation of 
Salmon, WTO Doc. WT/DS18/AB/R (1998) (Report of the Appellate Body) ('Australia — 
Salmon'); The Panel and Appellate Body reports in Japan — Agricultural Products II: Japan — 
Measures Affecting Agricultural Products, WTO Doc WT/DS76/R (1998) (Report of the Panel) 
("Japan Varietal?); Japan — Measures Affecting Agricultural Products, WTO Doc WT/DS76/AB/R 
(1999) (Report of the Appellate Body) ("Japan Varietals'); The Panel and Appellate Body 
reports in Japan Apples: Japan — Measures Affecting the Importation of Apples WTO Doc 
WT/DS245/R (2003) (Report of the Panel) ("Japan — Apples); Japan — Measures Affecting the 
Importation of Apples WTO Doc WT/DS245/AB/R (2003) (Report of the Appellate Body) 
("Japan — Apples); Another potentially significant dispute is currently before a panel, see 
Australia — Measures Affecting the Importation of Apples from New Zealand WTO Doc WT/DS367/5 
(2007) (Request for the Establishment of a Panel by New Zealand). For a more 
comprehensive list of SPS disputes see SPS Agreement Training Module: Chapter 5 Implementation 
— Dispute Settlement WTO, 
<http:/ /www.wto.org/english/tratop_e/  sps_e/ sps_agreement_cbt_e/c5s2p Le.htm> at 23 
August 2008. 

15 EC — Hormones, complaint by US, WTO Doc WT/DS26/R/USA (1997) (Report of the Panel); 
EC — Hormones, complaint by Canada, WTO Doc WT/DS48/R/CAN (1997) (Report of the 
Panel); EC — Hormones WTO Doc WT/DS26/AB/R & WT/DS48/AB/R (1998) (Report 
of the Appellate Body). 

16 European Communities — Measures Concerning Meat and Meat Products, complaint ly US, wro Doc 
WT/DS26/R/USA (1997) (Report of the Panel) para 8.36; European Communities — Measures 
Concerning Meat and Meat Products, complaint ly Canada, WTO Doc WT/DS48/R/CAN (1997) 
(Report of the Panel) para 8.39. 
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however, that problems may arise if a measure is claimed to be enacted for more than 

one purpose, some of which are SPS in nature (for example, the protection of human 

health) and some of which are not (for example, consumer preferences). 17  Indeed, these 

issues were raised in the EC — Biotech dispute and, as discussed below (see p 152), the 

Panel's interpretations of the first of these threshold requirements — in particular its 

discussion about the nature of the EC's measures — has important implications for the 

future scope of application of the Agreement. 

A Preliminag Problem for the Panel: Mixed Measures and U'/TO Rules 

1 	Introduction 

Before embarking upon a detailed examination of the EC's approval regime in light of 

the definitions in Annex A of the SPS Agreement, the Panel had to determine whether or 

not it was possible for a single measure to simultaneously contain more than one 

objective for the purpose of characterisation under the WTO agreements. As has been 

noted, central to the determination of the applicability (or otherwise) of the SPS 

Agreement, was the scope of its application to the EC's measures. Essentially, the parties 

had asked the Panel to determine whether the measures that comprised the EC's biotech 

approval regime fell, as the complainants alleged, entirely within the scope of the SPS 

Agreement or whether they fell, as the EC alleged, partially within the scope of the SPS 

Agreement and partially outside its scope. 18  As a preliminary matter then, this required that 

the Panel first decide whether it was indeed possible for a single measure to contain more 

than one objective (for the purpose of classification under the WTO agreements) thereby 

rendering it capable of being considered under more than one WTO agreement. 

17 Joost Pauwelyn, 'The NX/TO Agreement on Sanitary and Phytosanitary (SPS) Measures as 
Applied in the First Three SPS Disputes: EC — Hormones, Australia — Salmon and Japan — 
Varietals' (1999) 2(4) Journal of International Economic Law 641, 643. 

18 BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.147. 
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2 	Arguments of the Parties 

(a) The EC's View 

According to the EC, there was no impediment to a member adopting in a single act or 

law, measures that were aimed both at SPS and other types of regulatory objectives that 

may fall under the purview of different WTO agreements or articles. Equally, the EC did 

not consider that there was any such impediment to a single measure having dual 

purposes (i.e. to mitigate SPS risks and to specify technical regulatory aspects). In the 

EC's opinion, 'the addition of an SPS objective to a measure does not exclude the 

application of the TBT Agreement to non-SPS aspects of that measure.' 19  This, according 

to the EC, was in fact the very situation that had arisen with respect to the objectives 

pursued by the European approval regime20  for biotech products owing to its broad 

purpose and nature. As this was the case, the EC argued that a Panel could not properly 

direct a member to withdraw or amend 'its measure unless it is found to be inconsistent 

with all relevant agreements.' 21  

The EC pointed out that Article 1.5 of the TBT Agreement, which states that provisions 

of the TBT Agreement do not apply to SPS measures as defined by Annex A of the SPS 

Agreement,22  was no barrier to this argument. This was because Article 1.5 did not pertain 

to situations where members enacted measures that pursued dual objectives that were 

either technical or sanitary (or both) in nature. The EC pointed out that if Article 1.5 of 

the TBT Agreement did apply to measures that contained mixed objectives, then 

members could disguise TBT measures behind the SPS Agreement by adding an SPS 

19 Ibid, para 7.154. 
20 As discussed in Chapter II, EC laws comprising its biotech approval regime at issue in the EC 

— Biotech dispute were: Council Directive 90 / 220/EEC of 23 April 1990 on the deliberate release into 
the environment of genetically modified organisms, OJ L 117, of 8/5/1990 (Directive 90/220'); Council 
Directive 2001 / 18 / EC of the European Parliament and of the Council of 12 March 2001 on the deliberate 
release into the environment of genetically modified organisms and repealing Council Directive 90 / 220/ EEC, 
OJ L 106/1, 17/4/2001 (Directive 2001/18'); and Regulation (EC) No 258 / 97 of the European 
Parliament and of the Council of 27 Januag 1997 concerning novel foods and novel food ingredients, 0 J L 
043, 1 ('Regulation 258/97'). 

21 BC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 4.753. 

22  Marrakesh Agreement Establishing the World Trade Organkation, opened for signature 15 April 
1994, 1867 UNTS 3 (1994) (entered into force 1 January 1995), Annex 1A (Agreement on 
Technical Barriers to Trade), 1868 UNTS 120, Article 1.5. 
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component to the act that contained the relevant measures, or vice versa. 23  According to 

the EC, such an approach could lead to a situation where, despite the fact that a measure 

contained mostly TBT objectives, it could nevertheless fall to be considered under the 

SPS Agreement. 24  Accordingly, insofar as its biotech approval regime pertained to 

environmental objectives, the EC argued that these aspects of its measures should be 

considered under the 1 BT rather than SPS Agreement. According to the EC, `...the SPS 

Agreement would apply to the extent that SPS objectives are pursued and the TBT 

Agreement would apply to the extent that non-SPS objectives are pursued: 25  

(b) The Complainant's Views 

In refuting these arguments, the United States (US) pointed out that the EC had readily 

admitted that its measures were adopted in pursuance of 'some' SPS objectives and that 

this was sufficient to render the SPS Agreement applicable to the entirety of those 

measures. Moreover, the US argued that Article 1.5 of the TBT Agreement was quite 

clear in meaning: that the provisions of the TBT Agreement do not apply to SPS 

measures as defined by the SPS Agreement. 26  Similarly, Argentina also argued that the 

measures in question should properly and exclusively be considered SPS measures and 

that Article 1.5 of the TBT Agreement rendered the 113T and the ,S .P.S' Agreements 

mutually exclusive. 

Interestingly, Canada took a different approach to this issue and argued, like the EC, that 

the preferable approach was to examine whether the measure in question pursued more 

than one objective, and if so, to assess each objective under the appropriate WTO 

agreement. In other words, Canada considered that, la] Member's measure is an SPS 

measure to the extent that it addresses SPS risks; to the extent that it addresses other 

risks or policy objectives, it is another type of measure, including, possibly, a TBT 

measure.'27  

23 EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Second 
Written Submission by the European Communities) paras 70-71; EC — Biotech, WTO Doc 
WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the Panel) para 7.156. 

24 EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Second 
Written Submission by the European Communities) paras 70; EC — Biotech, WTO Doc 
WT/DS291/R, WT/D5292/R, WT/DS293/R (2006) (Report of the Panel) para 7.156. 

25 EC — Biotech, WTO Doc W'T/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.154. 

26 Ibid, paras 7.157-7.158. 
27 Ibid, para 7.159. 
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3 	The Panel's Conclusions RegardingDual-Pmpose Measures and the SPS Agreement 

The Panel agreed with the EC (and Canada) that a measure could indeed contain more 

than one purpose and therefore fall to be assessed under more than one WTO 

agreement. According to the Panel, 

to the extent the requirement [i.e. a measure] ... is applied for one of the 

purposes enumerated in Annex A(1), it may be properly viewed as a 

measure which falls to be assessed under the SPS Agreement, to the extent 

it is applied for a purpose which is not covered by Annex A(1), it may be 

viewed as a separate measure which falls to be assessed under a WTO 

agreement other than the SPS Agreement.28 

The Panel's reasoning on this issue appears to stem from pragmatic considerations. The 

Panel noted that if it had adopted the reasoning of the US, that a measure which 

contained both an SPS and TBT objective could solely be considered under the SPS 

Agreement (by virtue of Article 1.5 of the TBT Agreement), that this would potentially 

force members into an unwanted choice. They could either enact the measure twice with 

appropriate amendments altering its stated purpose (i.e. state whether it was enacted for 

either an SPS or TBT objective) to ensure its compatibility with both WTO agreements, 

or they could enact a single measure containing both objectives and risk WTO litigation. 

According to the Panel, forcing members into such a position was clearly undesirable. 

Not only would this lead to a reduction in clarity and potentially create 'confusion and 

uncertainty among those affected by the law', 29  but perhaps more importantly, such an 

approach was not supported by WTO rules. The Panel was clear that in its view, there 

was no impediment in the WTO rules that prevented a member's act or requirement 

from embodying 'two or more distinct measures which fall to be assessed under different 

WTO agreements.'3° 

Franken and Burchardi agree with this aspect of the Panel's decision and point out that it 

may have important implications for future disputes. In this regard, they view the Panel's 

focus on the purpose of a measure as being dispositive of its characterisation under the 

WTO agreements, as either an SPS or technical measure in this case, as desirable. This is 

28  Ibid, para 7.165. 
29  Ibid, 7.169. 

Ibid, para 7.170. 
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because such a focus guards against the potential of marginalising other WTO 

agreements. In deciding that it was possible for a measure to contain more than one 

objective or purpose as argued by the EC, the Panel seems to be alive to the possibility 

that to have decided otherwise could have resulted in members being forced to revoke 

measures that could have been justified under other WTO agreements. The Panel seems 

to agree with the EC that if a measure is capable of containing more than one objective 

under WTO rules (e.g. example, an SPS and non-SPS objective) and the SPS component 

is found to be inconsistent with the SPS Agreement, then the most the Panel could 

recommend is the removal of the SPS objective rather than the entire measure. 31  This is 

evidenced by the Panel's concern to 'recall' the EC's argument that whether or not its 

measures were considered to be exclusively SPS or non-SPS measures, or a combination 

thereof, would have implications for its implementation of any possible adverse ruling. 32  

Nevertheless, while Franken and Burchardi's analysis of the Panel's treatment of this 

aspect of the case is undoubtedly correct — that deciding that a single measure could 

contain more than one objective minimises the potential of marginalising other WTO 

agreements — it is ironic that ultimately, as is argued below (see pp 180-183) the Panel's -

decision regarding the application of the SPS Agreement has had exactly that effect: it has 

marginalised the potential applicability of both the TBT Agreement and the GATT. 33  

C 	The EC's GMO Approval Regime: An SPS Measure? 

1 	Introduction 

After concluding that a measure could indeed contain more than one objective for the 

purpose of classification under the WTO agreements, the Panel went on to consider 

whether or not this was the case in regard to the EC's biotech approval regime. In other 

words, the Panel had to consider whether the EC's approval regime should properly 

characterised as SPS measures34  or a combination of SPS and some other type of 

measure, thereby requiring examination under both the SPS Agreement and another 

relevant WTO agreement. 

31 Ibid, para 7.153. 
32 Ibid, para 7.173. 
33  This issue is discussed below at pp 180-183. 
34 Consequently the measures complained of that formed the basis of the complainant's case: 

the general moratorium, the product-specific measures and the national safeguard measures. 
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Despite having concluding that a member's measures could indeed contain mixed 

purposes and therefore fall under more than one WTO agreement, the Panel ultimately 

concluded that the EC's approval regime was not a measure of this nature. In fact, the 

Panel considered that the EC's biotech approval regime, under both Directives 90/220 

and 2001/18 (see Chapter II for an explanation of these Directives), could be classified 

in their entirety as SPS measures. The Panel reached this conclusion based upon its 

analysis of the meaning and scope of the terms in Annex A of the SPS Agreement, of 

which it informed itself by relying on dictionary definitions and other international law 

instruments to discern the ordinary meaning of certain terms. 35  As was discussed in 

Chapter III (see pp 130-132), the Panel justified its recourse to other international law 

instruments36  by drawing upon the Appellate Body's decision in United States — Import 

Prohibition of Certain Shrimp and Shrimp Products 37  (US — Shrimp), which it understood as 

providing support for the use of such instruments to help clarify the ordinary meaning of 

certain terms38  (in the sense of providing dictionary like definitions). That this was 

perhaps a mischaracterisation of the Appellate Body's approach in US — Shrimp was 

discussed above (see pp 132-136). However, the Panel not only chose to justify recourse 

to such instruments on this basis, it then chose to ignore some of the relevant definitions 

set out in these instruments because it did not consider them to be dispositive. It would 

seem then, that the Panel's concern to classify the EC's approval regime as entirely an 

SPS measure was the paramount consideration. 

The following section will first outline the arguments of the parties concerning the scope 

of application of the SPS Agreement before turning to consider the Panel's conclusions 

regarding the agreement's application to the EC's biotech approval regime. 

35 The Panel stated that '[s]Lich rules would not be considered because they are legal rules, but 
rather because they may provide evidence of the ordinary meaning of terms in the same way 
that dictionaries do.' EC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R 
(2006) (Report of the Panel) para 7.92. 

36 It should be noted that some international law instruments are made relevant by the SPS 
Agreement itself, although the Panel seemed to be inconsistent in its use of these instruments. 
This issue is discussed further below at pp 164-167. 

37 WTO Doc. WT/DS58/AB/R (1998) (Appellate Body Report) (` US — Shrimp'). 
38  The Panel was of the view that the Appellate Body 'drew on other rules of international law 

because it considered that [such rules] were informative...' EC — Biotech, WTO Doc 
WT/DS291/R, \VT/DS292/R, WT/DS293/R (2006) (Report of the Panel) para 7.94. 

154 



EC - BIOTECH AND THE SPS AGREEMENT 

2 	Aquments about the scope of the SPS Agreement 

(a) The EC's Views 

Related to its arguments concerning the dual nature of its approval regime, the EC was 

of the opinion that, in order for a measure to be subject to the disciplines of the SPS 

Agreement, which was intended to be of limited scope, 39  the measure must be applied for 

the purpose of protecting human, animal plant life or health that arose in the context of 

the definitions provided in Annex A(1) 49  (see above at pp 146-147 for the text of Annex 

A). According to the EC, the SPS Agreement was insufficient to cover all the issues and 

risks contemplated by Directives 90/220 and 2001/18 (as well as by Regulation 

258/97). 41  

(i) 	When isn't a Measure an SPS Measure? 

According to the EC, a measure that protected, for example, human health, would not be 

an SPS measure unless it was applied for the purpose of protecting human health from a 

risk identified in the SPS Agreement. In other words, it is the purpose rather than the effect of 

the measure which distinguishes it as an SPS measure. 42  Therefore, the EC argued that 

while certain aspects of its approval regime could be considered SPS measures under the 

definitions provided in Annex A(1), the broad nature of the approval regime meant that 

certain other aspects of the same measures fell outside the scope of that Agreement and 

should be considered under other relevant agreements such as the TBT Agreement. The 

EC pointed out that the interpretation sought by the complainants of the EC's approval 

regime — that it was in its entirety an SPS measure — stretched the scope SPS Agreement 

beyond the actual wording contained in the Annex A(1) definitions. 43  

This was evident, according to the EC, from the wording in Annex A(1) which, as was 

discussed above, defines SPS measures for the purpose of the Agreement. In this regard, 

39 Ibid, para 7.151, 7.185; See also Jacqueline Peel, 'A GMO by Any Other Name... Might be an 
SPS Risk!: Implications of Expanding the Scope of the WTO Sanitary and Phytosanitary 
Measures Agreement' (2007) 17(5) European Journal of International Law 1009, 1013-1018. 

40  EC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2004) (First Written 
Submission of the European Communities) para 392. 

41 EC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.185. See Chapter II for an explanation of these two Directives which form the 
backbone of the EC's biotech approval regime. 

42 EC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2004) (First Written 
Submission of the European Communities) paras 394-395. 

43  BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 4.750. 
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it should be recalled that under the definitions in Annex A(1) subparagraphs (a) to (d), a 

measure will only be an SPS measure if it is taken to protect: animal or plant life or 

health; human or animal life or health; human life or health; or prevent or limit other 

damage, from the specific risks identified in those subparagraphs. Further, the EC argued 

that the protection of human, animal or plant life or health in subparagraphs (a) to (c), 

must be from risks that arise from the specified causes in those subparagraphs." This, 

according to the EC, meant that a causal relationship was needed between the measure 

and the risk that it sought to protect against in order for the measure to be considered an 

SPS measure. For example, under the definition in Annex A(1)(b), 45  a measure that is 

directed toward additives in food is not necessarily an SPS measure; it will only become 

so if it is directed toward protecting human or animal life or health against risks that arise 

from the substances in that subparagraph (additives, contaminants, toxins or disease-

causing organisms). Moreover, these substances must be present in foods, beverages or 

feedstuffs. 

Using the definition of an SPS measure under Annex A(1)(b), the EC pointed out that 

the qualification that toxins, for example, must be present in foods, beverages or fiedstuffs, 

clearly meant that the complainants' assumption that any measure that sought to protect 

human health from toxins should be classified as an SPS measure was 'wrong as a matter 

of law'.46  This, the EC argued, was because it ignored the textual qualification in the 

actual wording of the Agreement47  which stipulated that an SPS measure in this context 

must be taken in relation to risks (toxins in this case) that were present in foods, 

beverages or feedstuffs. Therefore, according to this definition, a measure that seeks to 

protect against a toxin is not an SPS measure if the toxin is present in something other 

than food, beverages and feedstuffs. As GMOs may or may not be food, beverages or 

44 BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2004) (First Written 
Submission of the European Communities) par 396. The EC also argued that the phrase 
'arising from' was also implied in the definition in Annex A(1)(d) (other damage) although the 
words were not used. This was evidenced by the Spanish and French translations of the 
Agreement which both used words equivalent to the English word 'arising'. 

45  Marrakesh Agreement Establishing the World Trade Oigankation, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex IA (Agreement on the 
Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, Annex A(1)(b). Annex 
A(1)(b) states, 'Sanitary or phytosanitary measure - Any measure applied: (b) to protect human 
or animal life or health within the territory of the Member from risks arising from additives, 
contaminants, toxins or disease-causing organisms in foods, beverages or feedstuffs.' 

46 BC— Biotech, \X/TO Doc WT/D5291/R, WT/DS292/R, WT/D5293/R (2006) (Report of the 
Panel) paras 4.748, 4.750. 

47 Ibid, para 4.750. 
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feedstuffs, the character of the measure under scrutiny may or may not satisfy the 

definition of an SPS measure depending upon its put/pose as defined by the scope of its 

application.48  To illustrate this point, the EC pointed out that, 

[a] GMO seed to be used in agriculture is not a "food, beverage or 

feedstuff'. It is destined to be planted in the ground, not eaten by 

humans or fed to animals. A GM sowing seed cannot fall within sub-

paragraph (b). Similarly, a crop or plant is not in itself necessarily a 

food. It may be processed into something that becomes a food, but 

that does not make the crop or plant itself a food.49  

As is apparent from this quote, the EC's arguments in this respect require a reading of 

the definitions in Annex A(1) that implies an immediate relationship between the subject 

of the regulation or measure and the relevant definition in Annex A(1). That is, according 

to the EC, a GMO maize seed is just that, a genetically modified seed, rather than a type 

of food that will eventually be used for human or animal consumption. Accordingly, a 

measure that protects against risks arising from the planting of the seed (for example, 

environmentally related risks such as changes to `biogoechemical processes') is not 

necessarily an SPS measure. Essentially, the EC was of the view that the relationship 

between the product subject to a measure and the risk identified in Annex A(1) should 

be a direct one. 

(ii) 	Definitions in International Instruments 

To reinforce its argument, the EC relied upon international instruments to support its 

claims concerning the proper scope of the application of the SPS A<greernent. 3° For 

48  According to the EC, 'toxic characteristics of seeds or crops... do not therefore fall within 
that provision, when the GMO does not fall within the concept of "food, beverage or 
feedstuff." EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) 
(Report of the Panel) para 4.750. The EC also argued that as SPS measures could only be 
those which were taken to protect human, animal or plant life or health, if a measure's 
purpose was to protect non-living components in the environment (for example 'carbon and 
nitrogen recycling through changes in soil decomposition of organic material') from risks 
posed by GM0s, then the measure would equally not fall within the definition of an SPS 
measure in Annex A(1). EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, 
WT/DS293/R (2006) (Report of the Panel) para 4.751. 

49 

 

BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2004) (First Written 
Submission of the European Communities) para 398. 

50 Under Annex A(3)(a)-(d) of the SPS Agreement, international standards, guidelines and 
recommendations for the purpose of the Agreement include those promulgated by the Codex 
Alimentarius Commission (in relation to food safety), the International Office of Epizootics 
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example, the EC referred to the Codex Alimentarius 51  (Codex) to reinforce its claim that 

the GMOs under consideration in the dispute (under the 'product specific' claims) were 

not 'toxins' as defined in the context of the SPS Agreement.52  According to the EC, this 

was because the definition a contaminant in Codex implicitly included 'toxins' that were 

unintentionally added to food. As the GMOs under consideration were intentionally 

created they did not satisfy the Codex definition of a toxin. The EC also referred to the 

International Plant Protection Convention (IPPC) to support its claim that in order for a 

measure that protected against 'pests' in relation to GMOs to be subject to the 

disciplines of the SPS Agreement, 'the relevant GMO would have to be "pathogenic" or 

"injurious" — that is, it would have to do more than merely interact in some way with 

humans, animals or plants.' 54  This was because the IPPC definition of a 'pest' requires, as 

is discussed below, something be 'injurious' to plants in order to qualify as a pest. 

Accordingly, the EC claimed that when its GMO approval regime was closely examined, 

it was clear that while certain aspects of the regime fell within the scope of the SPS 

Agreement, others did not. 

(iii) If not SPS Measures, Then What are They? 

The aspects of its biotech approval regime that did not satisfy the SPS Agreement were, 

according to the EC, those that sought to protect the environment from risks posed by 

GMOs. The EC argued that these aspects of its approval regime should be considered 

under the TBT Agreement, which specifically refers to measures taken to protect the 

environment under Article 2.2. 55  Article 2.2 of the TBT Agreement states in part, 

...technical regulations shall not be more trade-restrictive than 

necessary to fulfil a legitimate objective... Such legitimate objectives 

(in relation to animal heath), and the Secretariat of the International Plant Protection 
Convention (in relation to plant health). 

51  Codex Alimentarius Commission, 17th Procedure Manual, FAO/WHO Food Standards - Codex 
Alimentarius, 44 <http://www.codexalimentarius.net/web/procedural_manual.jsp > at 3 
March 2008. 

52 BC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2004) (First Written 
Submission of the European Communities) paras 405-406. 

53 International Plant Protection Convention (new revised text approved by the FAO Conference at its 
29th Session - November 1997), opened for signature 6 December 1951, 150 UNTS 67 
(entered into force 3 April 1952) ('IPPC'). 

54 Article 11.1 of the IPPC defines a 'pest' as la]ny species, strain or biotype of plant, animal or 
pathogenic agent injurious to plants and plant products'. EC — Biotech, \NTT° Doc 
WT/DS291/R, WT/DS292/R, WT/D5293/R (2006) (Report oldie Panel) para 7.187. 

55 

 

BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2004) (First Written 
Submission by the European Communities) para 416. 
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are, inter alia: ...protection of human health or safety, animal or plant 

life or health, or the environment.'56  

According to the EC, following the principle expressio unius est exclusion altaius, the fact 

that the drafters of the WTO agreements specifically included the word 'environment' in 

the TBT Agreement and not in the SPS Agreement meant that SPS Agreement was not 

intended to cover risks posed to the environment in this context. 57  The EC also referred 

to the negotiating history of the SPS Agreement as support for its argument concerning its 

limited scope — in particular in relation to its non-applicability to environmental risks. In 

this respect, the EC pointed out that the applicability of the SPS Agreement to 

environmental risks was discussed during negotiations but was ultimately rejected. 58  If 

neither the SPS Agreement nor the TBT Agreement were found to apply to the measures 

in question, then according to the EC, the 'residual disciplines' of the GATT should 

apply. 59  

(b) The Complainants' Views 

(i) 	When is a Measure an SPS Measure? 

US arguments concerning the characterisation of the EC's biotech approval regime as 

SPS measures were related to their contention that the EC had in fact applied a general 

moratorium since October 1998, the date of the last approval of a biotech product under 

the EC's novel food and deliberate release regime prior to the commencement of 

proceedings at the WTO. The US was of the opinion that as the EC's approval regime 

was `unquestionnably [sic] an SPS measure'60  and, consequently, so too was the general 

moratorium that the US alleged the EC had applied to biotech approvals. Evidence that 

the EC's regime was properly characterised as an SPS measure was, according to the US, 

provided by the language used in the relevant EC Directives and Regulations themselves. 

86  Marrakesh Agreement Establishing the Forld Trade Organkation, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on Technical 
Barriers to Trade) 1868 UNTS 120 ('TBT Agreement') Article 2.2. 

87  EC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2004) (First Written 
Submission by the European Communities) para 416. This of course assumes that the 
measure in question would satisfy the definition of a technical regulation in Annex 1.1 of the 
TBT Agreement. 

88  EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 4.752. 

59 
 

EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2004) (First Written 
Submission by the European Communities) paras 442 -452. 

60 EC — Biotech, WTO Doc WT/DS291/R, WIE/D5292/R, WT/DS293/R (2006) (Report of the 
Panel), para 4.155, and see para 7.176. 
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Accordingly, the US urged the Panel to find that the EC's approval regime for biotech 

products was, in its entirety, 61  an SPS measure because it sought to protect human, 

animal or plant life or health from the variety of risks listed in Annex A(1)(a) to (d) of the 

SPS Agreement. This, the US argued, was clearly evident from the stated objectives of 

both Directive 2001/18 (and Directive 90/220) which was to 'protect human health and 

the environment when: ... placing on the market genetically modified organisms as or in 

products within the Community'.62  

For example, in relation to Annex A(1)(b), (measures taken to protect human or animal 

life or health from risks arising from contaminants, toxins or disease-causing organisms 

in food, beverages or feedstuffs) the US argued that as the EC's measures were 

concerned (at least in part) with the potential for biotechnology products to pose such 

risks, the measures were SPS measures. According to the US, `[t]he concern that a 

biotech product might lead to ... the presence of toxins or other contaminants in 

foods... falls within the definition of Annex A, paragraph 1(b).' 63  Similarly, the US 

argued that measures that sought to protect against the development of antibiotic 

resistant strains of bacteria (through the consumption of GM varieties containing 

antibiotic marker genes) also fell under the definition in Annex A(1)(b) as these were 

concerns pertaining to the protection of humans and/or animals from "disease-causing 

organisms" in "foods, beverages or feedstuffs.'" 64  Moreover, concerns about the cross-

transfer of traits of biotechnology products to non-target organisms, for example, 

'concerns that herbicide tolerance could be transferred from a biotech variety to a wild 

variety',65  were argued to fall within the definition of measures taken to prevent 'other 

damage' from the entry or establishment of pests under Annex A(1)(d). 

SPS and the Environment 

Further, in relation to the EC's argument that the SPS Agreement was not intended to 

cover measures that protected against environmental risks, the US pointed out that the 

EC's referral to the drafting of the SPS Agreement was misleading. In fact, according to 

61 Ibid, paras 4.546-4.549. 
62 Directive 2001 / 18 / EC of the European Parliament and of the Council of 12 March 2001 on the deliberate 

release into the environment of genetically modified mganisms and repealing Council Directive 90 / 220 / EEC 
[2001] L 106/1, Article 1. 

63 BC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 4.157. 

64 Ibid, para 4.158. 
65 Ibid, para 4.158. 
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the US, the inclusion of the terms 'wild flora' and 'wild fauna' (in a footnote to the 

definitions in Annex A(1) of the SPS Agreement) pointed to the opposite conclusion; that 

the drafters of the Agreement did intend for it to include measures taken to protect the 

environment. 66  

Finally, the US argued that the SPS Agreement and, more generally, the IFTO Agreement, 

supported a 'broad interpretation' of what comprised a measure. This was because to 

allow otherwise would be contrary to one the stated preambular goals of the SPS 

Agreement, which was to reduce negative trade effects of SPS measures. This goal would 

be undermined by allowing members to adopt `nontransparent, unwritten' SPS 

measures. 67  

(iii) Argentina and Canada's Arguments 

Argentina and Canada,68  like the US, argued that the EC's measures should be considered 

SPS measures in their entirety. According to Canada, the nature of the 'potential adverse 

effects' posed by biotech products that the environmental risk assessment requirement 

under Directive 2001/18 (and its predecessor Directive 90/220) addressed, all fell within 

the definitions of an SPS measure in Annex A of the SPS Agreement. 69  Therefore, 

according to Canada the main purpose of the EC's legislation was to protect against the 

risks in Annex A(1) and, consequently, it was an SPS measure. 70  Argentina insisted that 

the EC's approvals measures were SPS measures because the risks to which the EC's 

legislation referred all fell within the ambit of Annex A(1) of the SPS Agreement. In this 

regard, Argentina pointed out that risks such as toxic or allergic effects in humans 

Ibid, para 7.204. 
67 Ibid, para 4.162. 
68  Although it should be recalled that Canada had agreed in principle with the EC that a single 

measure could in fact contain more than one purpose thereby rendering more than one of the 
WTO agreements applicable — see p 151 above. It should also be noted that both Canada and 
Argentina had made arguments under both the TBT Agreement and the GATT. In relation to 
the TBT Agreement, Argentina framed its arguments in the alternative to its arguments 
concerning the applicability of the SPS Agreement, while Canada's arguments under the TBT 
Agreement were 'cumulative'. See Ibid, para 7.173. 

69  These adverse effects included, 
diseases to humans including allergenic or toxic effects; 
diseases to animals and plants including toxic, and where appropriate allergenic effects; 
effects on the dynamics of populations of species in the receiving environment and on 
genetic diversity of each of these populations; 
altered susceptibility to pathogens facilitating the dissemination of infectious diseases 
and/or creating new reservoirs or vectors. 

Ibid, para 7.179. 
70 EC— Biotech, WTO Doc WT/D5291/R, WT/DS292/R, WT/D5293/R (2006) (First Written 

Submission of Canada) para 172. 
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and/or animals and cross-contamination resulting from biotech products were all risks to 

which the SPS Agreement pertained. 71  

3 	The Panel's Conclusions Regarding the EC's GMO Approval Regime: When is a Non-SPS 

Measure an SPS Measure? 

The Panel began72  its analysis by considering whether measures taken to protect the 

environment could be considered SPS measures, before proceeding to examine whether 

the EC's measures were applied for the purposes listed in Annex A of the SPS Agreement. 

After a brief examination of the issue, the Panel concluded that generally, 

environmentally related measures could indeed be considered SPS measures. 73  The Panel 

went on to note that the EC's measures were applied to protect the environment which, 

under EC Directive 90/220 included plants and animals, and under Directive 2001/18 

flora and fauna. According to the Panel the inclusion of the protection of flora and fauna 

in the EC Directives was significant because this meant that the Directives accorded with 

the types of measures listed in the in Annex A of the SPS Agreement: `[t]hus, to the extent 

that [the EC Directives] are applied to protect animals and plants as part of their purpose 

of protecting the environment, they are not a priori excluded from the scope of the 

application of the SPS Agreement.'74  

The Panel noted that the EC had argued that there could be detrimental environmental 

effects that a measure could protect against without there being any such detrimental 

effects on wild flora or fauna. In other words, the EC had argued that the concept of the 

environment was broader than that of wild flora and fauna. Therefore, a measure which 

71 BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.184. 

72 Before considering whether measures taken to protect the environment could indeed be 
properly considered SPS measures and whether the EC's measures were applied for the 
purposes listed in Annex A of the SPS Agreement, the Panel began by noting that Directive 
2001/18 merely clarified, rather than expanded upon, Directive 90/220. The implication 
being that 'any potential adverse effect within the scope of Directive 2001/18 was also 
covered by Directive 90/220.' This conclusion allowed the Panel, without any detailed 
consideration, to treat the provisions pertaining to all potential adverse effects of GMOs in 
the EC's legislation as if they were equally applicable under both Directives, despite the fact 
that Directive 2001/18 provides a much more comprehensive framework for risk assessment 
than was the case under Directive 90/220 (see discussion in Chapter II). Had it decided 
otherwise, the Panel would have had to consider the scope of each Directive separately and 
whether or not the measures contained therein could be considered SPS measures. See Ibid, 
para 7.193, fn 367. 

73 Ibid, paras 7.207-7.211. 
74 Ibid, para 7.207. 

162 



EC - BIOTECH AND THE SPS AGREEMENT 

protected the environment (the EC used the example of a measure taken to protect 

biodiversity) could fall outside of the purview of the SPS Agreement (which, as noted, 

specifically mentions wild flora and fauna but not the environment). However, the Panel 

disagreed not only with the idea that measures applied to protect against environmental 

risks 'other than those to the life or health of animals or plants [fell] outside the scope of 

the application of the SPS Agreemen1,75  but also with the EC's argument that the TBT 

Agreement was the proper Agreement under which to examine those aspects of its 

measures which were directed at environmental protection. 

(a) The EC's Arguments About the TBT Agreement Rejected 

In rejecting the EC's contention that the TBT Agreement was the more appropriate of 

the two agreements to consider the environmentally related aspects of its measures, the 

Panel was of the view that the fact that the TBT Agreement included specific mention of 

the environment and the SPS Agreement did not, was no barrier to the application of the 

SPS Agreement to environmental measures. The Panel rejected the EC's argument that the 

maxim expressio unius est exclusion alterius applied in relation to the word 'environment' in 

Article 2.2 of the TBT Agreement. Additionally, the Panel concluded that the concept of 

'other damage' in Annex A (1)(d) of the SPS Agreement could also include 'damage to the 

environment' quite apart from damage to the life or health of animals or plants. 76  The 

Panel did not believe that the constraint placed on the concept of 'other damage' in 

Annex A(1)d, namely, that such damage must arise in the context of 'the entry, 

establishment or spread of pests' was an impediment to finding that measures taken to 

prevent certain forms of environmental damage could be captured by this provision. This 

aspect of the Panel's decision is noteworthy, for, as is argued below, the Panel's broad 

interpretation of the Annex A definitions in the SPS Agreement combined with its 

'strained' 77  interpretations of certain terms in the Agreement, underpinned the Panel's 

conclusion that the EC's measures were, in their entirety, SPS measures. 

75 Ibid, para 7.207. 
76 In fact the Panel thought that the term was broad enough to cover not only environmental 

damage, but other types of residual damage as well. Ibid, para 7.209. 
77 See Christiane R Conrad, 'The EC—Biotech Dispute and Applicability of the SPS Agreement: 

are the Panel's Findings Built on Shaky Ground?' (2007) 6(2) World Trade Review 233, 237. 
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(b) Are GMOs Pests? 

One such strained interpretation can be found in the Panel's categorisation of GMOs as 

'pests' for the purpose of the SPS Agreement. The Panel first looked at whether the EC's 

measures could be classified as SPS measures under Annex A(1)(a): 

Sanitag or phytosanitag measure - Any measure applied: 

(a) to protect animal or plant life or health within the territory of the 

Member from risks arising from the entry, establishment or spread of 

pests, diseases, disease-carrying organisms or disease-causing 

organisms.78  

After having already concluded that the EC's Directives were taken to protect animal or 

plant life or health, the Panel turned to consider whether the Directives could also satisfy 

the requirement that they were implemented to prevent risks arising from, among other 

things, 'pests'. In other words, the Panel set about determining whether the EC's 

approval regime for the deliberate release and placing on the market of biotech products 

was an SPS measure that, in this respect, protected against risks arising from the entry, 

establishment or spread of 'pests'. This would require either a determination that GMOs 

themselves were capable of being pests, or that somehow they led either directly (or, as is 

discussed below, indirectly) to the entry, establishment or spread of other organisms that 

could be considered pests. Further, as the term 'pest' is used in three of the sub-

paragraphs in the definitions in Annex A (Annex A(1)(a), Annex A(1)(c) and Annex 

A(1)(d)), the concept of what constitutes a 'pest' would be pivotal in determining 

whether the EC's approval regime was or was not an SPS measure in other contexts 

under the definitions in Annex A. 

(i) 	The Definition of a 'Pest' 

The Panel began its analysis by referring to the New Shorter Oxford English Dictionag which 

defines a pest as "a troublesome, annoying or destructive person, animal, or thing." 79  In 

78 See Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitary, and Phytosanitary Measures) 1867 UNTS 493, Annex A(1)(a). 

79 
 

BC— Biotech, WTO Doc WT/D5291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.238; Franken and Burchardi note that the dictionary definition of pest may be 
helpful in the context of everyday conversation, but that it does not add much in the way of 
clarity to the term as it is used in a technical sense in the SPS Agreement. See Lorenz Franken 
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addition, the Panel pointed out that under the SPS Agreement, a pest was defined as 

including weeds, which were plants, and therefore a pest could be a plant for the purpose 

of the SPS Agreement. Eventually, the Panel arrived at the conclusion that a pest in the 

context of the SPS Agreement 'should be understood as referring to an animal or plant 

which is destructive, or causes harm to the health of other animals, plants or humans, or 

other harm, or a troublesome or annoying animal or plant.' 80  

Before discussing the Panel's definition of a pest as compared to the internationally 

agreed definition of a pest in the IPPC, it should be noted that the SPS Agreement not 

only authorises the use of relevant international standards and recommendations, but 

that it mandates their use through the provisions of Article 3(1) (harmonisation of SPS 

measures). 81  Further, Annex A(3)(c) of the SPS Agreement specifically mentions that the 

standards, guidelines and recommendations made by the Secretariat of the IPPC for the 

protection of plant health are relevant under the SPS Agreement. However, the Panel 

makes no mention of the relevance of the IPPC to the SPS Agreement under Annex 

A(3) (c) .82  

Under the IPPC definition in Article 11.1, pests are defined as `[a]ny species, strain or 

biotype of plant, animal or pathogenic agent injurious to plants or plant products.' 83  The 

key difference between the Panel's definition noted above and the internationally 

accepted definition in the IPPC is that the Panel's version covers a much broader range 

of pests. This is because under the Panel's definition, an organism must only cause some 

type of 'other harm' or be 'troublesome or annoying' to the health of other plants, 

animals or humans, as opposed to being 'injurious', in order to qualify as a pest. 

and Jan-Erik Burchardi, 'Beyond Biosafety - An Analysis of the EC-Biotech Panel Report' 
(2007) 62(1) Aussemvirtschaft 77, 87. 

so BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.240. 

81 Article 3(1) reads, 'To harmonize sanitary and phytosanitary measures on as wide a basis as 
possible, Members shall base their sanitary or phytosanitary measures on international 
standards, guidelines or recommendations, where they exist, except as otherwise provided for 
in this Agreement...' Marrakesh Agreement Establishing the World Trade Organiation, opened for 
signature 15 April 1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex IA 
(Agreement on the Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, Article 3(1). 

82  As is pointed out below at pp 172-174, the Panel does allude to Annex A(3)(a) in justifying its 
decision to depart from the relevant Codex definition of the term 'additives'. The discussion 
at pp 172-174, would apply equally here had the Panel chosen to refer to Annex A(3)(c). 

83 IPPC, (new revised text approved by the FAO Conference at its 29th Session - November 
1997), opened for signature 6 December 1951, 150 UNTS 67 (entered into force 3 April 
1952) Article 11.1 
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However, the fact that its definition of the term pest departs from the internationally 

accepted version in the IPPC does not go unnoticed by the Panel. Nevertheless, 

according to the Panel, 'the negotiated IPPC definition is not dispositive of the meaning 

and scope of the term "pest" as it appears in Annex A(1). 84  

That the definition of 'pest' in the IPPC only applies to pests in the context of plant health 

does not help explain the Panel's approach to this issue. While the IPPC definition is 

thus limited in scope,85  this does not alter the meaning of the word 'pest', it merely 

restricts it to a particular subject matter — that of plants. The same definition of pest 

could apply if the subject was, for example, animals. If that were the case, the definition 

of a 'pest' in the context of the protection of animal health would be: any species, strain 

or biotype of plant, animal or pathogenic agent injurious to animals or animal products. 

It is unclear why a lesser standard should apply under the SPS Agreement. In other words, 

that animal or plant 'pests' merely have to cause 'other harm' or be 'troublesome or 

annoying' if the context of the definition is the SPS Agreement, rather than 'injurious' if 

the context of the definition is the IPPC. The Panel's conclusion that the SPS Agreement 

requires a broader definition than that contained in an internationally agreed convention 

is less convincing when the terms of the SPS Agreement itself, as noted above, are 

considered. 

Why then does the Panel choose to define a pest in this 'strained' manner for the 

purpose of the SPS Agreement? The answer lies (at least partly) in the Panel's concern to 

classify the entirety of the EC's approval regime as SPS measures — thereby avoiding 

having to consider the EC's measures under either the TBT Agreement or the GATT. In 

order to qualify as SPS measures, as was noted above, a measure must be applied for the 

puq,ose of protecting against the risks in Annex A(1). In three of the sub-paragraphs to 

Annex A, the risks that the measure must protect against are those arising from pests. 

Hence, under Annex A(1)(a) for example, if GMOs are considered pests, or, lead directly 

(or indirectly) to the entry, establishment or spread of pests, then measures taken to 

protect plant or animal life or health from these risks associated with pests, are SPS 

measures. In light of the Panel's earlier finding that rules in international instruments 

84  EC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, W'T/DS293/R (2006) (Report of the 
Panel) para 7.241. 

85  The Panel notes that 'in this context that unlike the SPS Agreement, the IPPC is concerned 
only with plant pests, not animal pests. See Ibid, fn 394. 
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could be used to provide evidence of the meaning of terms 'in the same way dictionaries 

do',86  it is indicative of the Panel's concern to classify all of the EC's approval regime as 

SPS measures that it then choses to ignore an internationally agreed definition of a vital 

term in the SPS Agreement. 

Had the IPPC definition of pest been applied by the Panel it may have led to the 

conclusion that not all aspects of the EC's approval regime for biotech products were in 

fact SPS measures. In this regard, it is instructive to compare the outcome under the 

Panel's definition with the possible outcome if the narrower IPPC definition is adopted. 

If a GMO were to be found growing where undesired, under the IPPC definition, a 

GMO would be a pest if it was lajny species, strain or biotype of plant... injurious to 

plants or plant products.' While the GMO would certainly qualify as a species, strain or 

biotype of plant, it would also have to be injurious to plants or plant products to be 

considered a pest. While the eradication or removal of the GMO could certainly lead to 

financial costs, this does not necessarily make the GMO 'injurious' to plants or plant 

products. Under the Panel's definition of a pest however, the mere fact that the GMO 

was 'annoying' would suffice to qualify it as a pest. 

As to whether a GMO is itself capable of being a pest, it is unsurprising that, under the 

broad definition of a pest arrived at by the Panel, the answer is yes — depending upon the 

circumstances. According to the Panel, a plant that grows where it is not wanted, even if 

that plant is one that is cultivated, may be considered a pest. Therefore, in the Panel's 

view, a GMO growing where it is unwanted may be a pest in that it could, 'be 

destructive, cause harm to the health of other organisms or other harm, or be 

troublesome or annoying.'87  Under the Panel's definition all that is required is that the 

GMO cause 'other harm' or be 'troublesome or annoying', which are vague concepts at 

best, for it to be considered a pest for the purpose of the SPS Agreement. 

(c) Rational Relationships 

Under the Panel's analysis in EC — Biotech, even if a GMO itself is not necessarily 

considered a pest, the Panel's concept of a 'rational relationship' between the GMO and 

a risk which may eventuate, significantly broadens the scope of application of the SPS 

86  BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.92. 

87  BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.244. 

167 



A CRITICAL ANALYSIS OF EC - BIOTECH 

Agreement. This is particularly so as the Panel coupled its concept of a 'rational 

relationship' with the possibility that indirect risks arising from a product can bring a 

measure aimed at protecting against a myriad of risks associated with that product within 

the ambit of the Annex A(1) definitions. This means that a wide variety of environmental 

measures may, under the Panel's analysis, be classified as SPS measures. 

According to the complainants, there were circumstances other than those where a 

GMO was growing where undesired that could lead to GMOs being classified as pests 

for the purpose of the SPS Agreement, thereby rendering measures aimed at regulating the 

release of GMOs into the environment SPS measures. For example, the complainants 

argued that GMOs could also be considered pests when, (i) there was unintentional gene 

flow or transfer to non-GM plants; and (ii) pesticide resistance developed in target and 

non-target organism S. 88  

The Panel agreed with the complainants that, in these circumstances, GMOs could 

indeed be defined as pests under the SPS Agreement and, consequently, the EC's measures 

could be classified as SPS measures taken to protect animal or plant life or health against 

risks arsing from the entry, establishment or spread of pests. 89  The reasoning used by the 

Panel to associate potential risks arising from various causes in Annex A with the EC's 

measures requires some consideration as it has arguably expanded the scope of the 

Agreement beyond the intentions of its drafters. 

For example, in relation to the development of pesticide resistance in target and non-

target organisms, the Panel reasoned that they did not have to decide whether a GM 

plant which leads to the development of pesticide resistance in insect populations should 

be regarded as a pest for the purpose of the SPS Agreement. This was because the Panel 

considered that insect populations which developed pesticide resistance to the GM plant 

could themselves be regarded as pests under Annex A(1). 90  Accordingly, any harm to plant 

or animal health which arose due to increased pesticide use to control the resistant 

insects could indirectly be attributed to the effects of the GMO itself. The Panel explained, 

that the kind of adverse effects on animal or plant life or health 

which are at issue in the situation we are considering would be indirect 

effects of the GMO-induced development of resistance in target and 

88  Ibid, para 7.242. 
Ibid, paras 7.248-7.275. 
Ibid, para 7.263. 
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non-target organisms [i.e. insect populations]. Hence, there is a 

rational relationship between controlling the release into the 

environment of pesticide-producing GM plants and the purpose of 

protecting animal or plant life or health from risks arising indirectly 

from the entry, spread or establishment of resistant target or non-

target organisms. 91  (Emphases added). 

The concept of a 'rational relationship' noted above, is related to the Panel's idea that 

under the definitions in the SPS Agreement, a product need not necessarily lead directly to 

the risk that is listed in the Annex A(1) definitions in order for a measure aimed at a 

particular product to qualify as an SPS measure. This, according to the Panel, is because 

the phrase 'arise from' that is used to link the subject of protection (for example plants 

and animals under Annex A(1)(a)) to the cause of the risk, for example a pest, is 'broad 

and unqualified'. This was, according to the Panel, because there is no mention in the 

definitions in Annex A(1) of whether a measure must be taken to protect against risks 

that arise directly from the risks listed therein. Therefore, a measure can qualify as a SPS 

measure even if it protects only indirectly against one of the risks listed in Annex A(1). The 

Panel states, '[t]here is nothing in Annex A(1)(a) which indicates that potential risks to 

animal or plant life or health must necessarily be the direct or immediate result of, e.g., 

the spread of a pest.'92  Equally, the Panel viewed the lack qualification to the phrase 'arise 

from' to mean that measures that protect against risks that might arise, rather than those 

that 'invariably or inevitably' arise from one of the enumerated risks in Annex A(1), 

could also be considered SPS measures. 

(i) 	An Interesting Comparison 

Comparing the text of one of the sub-paragraphs in Annex A(1) of the SPS Agreement as 

it is written with the Panel's interpretation of the provision described above reveals the 

extent to which the Panel's interpretations have broadened the possible scope of the 

application of the Agreement. For example, Annex A(1)(a) states, 

Sanitag or phytosanitag measure - Any measure applied: 

(a) to protect animal or plant life or health within the territory of the 

Member from risks arising from the entry, establishment or spread of 

91  Ibid, para 7.265. 
92  Ibid, para 7.226. This same reasoning was applied to Annex A(1)(b) and Annex A(1)(c) as 

those sub-paragraphs also use the phrase `...risks arsing from...' 
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pests, diseases, disease-carrying organisms or disease-causing 

organismS. 93  

The Panel's interpretation of this provision would read something like this, 

Sanitag or phytosanitag measure - Any measure applied: 

to protect animal or plant (including insects and soil and aquatic 

micro-organisms') life or health within the territory of the Member 

from risks that arise or might arise, immediately or in the longer 

term, either directly or indirectly, from the entry, establishment or 

spread of pests95, diseases, disease-carrying organisms or disease-

causing organisms. 

The ramification of the Panel's approach is to expand dramatically the scope of measures 

that are brought within the purview of the SPS Agreement. As long as there is a 'rational 

relationship' between a measure and the eventual harm which might arise to human, 

animal or plant life or health due to one of the risk-causes in Annex A(1), then the 

measure may be an SPS measure. 

(ii) The Possible Outcome of the Panel's 'Rational Relationship' 

The Panel's finding that there was an indirect link, or rational relationship, between the 

EC's measures taken to regulate the release of GMOs into the environment and the risk-

cause to plants and animals (the development of pesticide resistance in insects causing 

them to become pests), allowed them to classify the EC's measures as SPS measures. 96  

This is despite the fact that the harm to plants or animals in this case does not arise from 

the GM plant itself. Rather, it arises due to an intermediary's (the insects) interaction with 

the GM plant and any possible harm caused as a result of that interaction (e.g. increased 

spraying of pesticides to control the pest). Strictly speaking, in the above case the 

relevant risk which may result in the negative environmental impact that the measure 

seeks to protect against is the spraying of pesticides, and this is something which is not 

93 See Marrakesh Agreement Establishing the World Trade Otgan*tion, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitary and Phytosanitag Measures) 1867 UNTS 493, Annex A(1)(a). 

94 See EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report 
of the Panel) para 7.219, where the Panel explains that these organisms are covered by the 
inclusion of wild flora and wild fauna. 

95  Which the Panel also defined broadly. 
96 See EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report 

of the Panel) para 7.265. 
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directly attributable to the regulated product — the GM plant with which the measure is 

concerned. While the finding that an indirect link between regulated product and the risk 

may indeed be within the bounds of the definitions in Annex A(1) (by omission rather 

than inclusion), by not defining the nature of the 'rational relationship' between the 

product and the cause of the risk, the Panel leaves the door open to the possibility of an 

increasingly tenuous link between the risk and its cause. The result being, that if followed 

to the extreme, any measure taken to protect the environment from harms associated 

with GMOs could be classified as an SPS measure under the SPS Agreement. As Peel 

notes, `[p]rovided a plausible chain of causation can be demonstrated or hypothesized to 

connect a product with a given health or environmental risk it seems a measure directed 

to mitigating that risk is potentially an SPS measure.' 97  

For example, a pesticide producing GMO is released into environment and falls to be 

regulated under a particular measure. Subsequently, insects develop resistance to the 

pesticide expressed by the GMO. As a result, farmers use more pesticides against the 

resistant insects. This increased use of pesticides leads to high levels of the pesticides in 

watercourses, which in turn has an affect on aquatic micro-organisms. Eventually, these 

micro-organisms negatively affect particular types of marine life. Despite this rather long 

chain of causation from the planting of the GMO to the eventual harm caused to marine 

life, according to the Panel, there could still be a 'rational relationship' between the GMO 

and the risk that caused the harm. Therefore, the measure regulating the release of the 

GMO is an SPS measure. One can envisage that such a causational chain could stretch 

even longer — however, the result would remain the same. The measure could still be 

classified an SPS measure under the Panel's definition. Without defining the nature of the 

'rational relationship' between the eventual harm and the product which is subject to 

regulation, any number of intermediary steps can be introduced and it is unclear when 

this relationship will cease to be rational. As Conrad argues, 

Annex A definitely does require a hypothetical causal relationship 

between the product and an enumerated risk-cause, and it does not 

exclude the possibility that this relationship could also be an indirect 

one. The crucial question is thus how direct or how close this 

97  Jacqueline Peel, 'A GMO by Any Other Name... Might Be an SPS Risk!: Implications of 
Expanding the Scope of the WTO Sanitary and Phytosanitary Measures Agreement' (2007) 
17(5) European Journal of International Law 1009, 1023. 
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relationship must be. To allow any indirect link to suffice would 

greatly expand the scope of the SPS Agreement, and a broad 

interpretation seems inconsistent with the comprehensive and 

specific definition of SPS measures in Annex A (1). 98  

(d) Relevance to Other Definitions in Annex A 

Of course the Panel's conclusions in EC — Biotech regarding the scope of application of 

the SPS Agreement are not limited to pests. These same considerations apply to indirect 

risks that arise from diseases, disease-carrying organisms or disease-causing organisms 

(i.e. the other risk-causes in Annex A(1)(a)). Similarly, the Panel defines other risk causes 

in the other sub-paragraphs of Annex A(1) broadly, thereby increasing the likelihood that 

the EC's measures will be caught by these provisions. 

(i) 	Additives 

For example, the Panel's discussion of the term 'additives' as used in Annex A(1)(b) is 

instructive. This provision reads, 

Sanitary or phytosanitary measure - Any measure applied: 

to protect human or animal life or health within the territory of the 

Member from risks arising from additives, contaminants, toxins or 

disease-causing organisms in foods, beverages or feedstuffs.99 

The EC argued that an 'additive', as defined by Codex, was not something that was 

added to plants and then found its way into food, it was something that was added to 

food.loo In this context it should also be recalled that the EC had argued that GMOs were 

not necessarily food beverages or feedstuffs.wl While some GM plants may eventually be 

processed into food, a GM plant itself, according to the EC, is not necessarily food. 

98  Christiane R Conrad, The EC—Biotech dispute and applicability of the SPS Agreement: are 
the panel's findings built on shaky ground? (2007) 6(2) World Trade Review 233, 239. 

99  Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex IA (Agreement on the 
Application of Sanitary and Phytosanitary Measures) 1867 UNTS 493, Annex A(1)(b). 

108  See EC — Biotech, WTO Doc WT/DS291/R, NX/T/DS292/R, WT/DS293/R (2006) (Report 
of the Panel) para 7.295. 

101  See ibid, para 7.288 
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Further, it should be noted that a GM plant may be cultivated with a view to developing 

medicine, which is something quite apart from food. 102  

However, the Panel rejected this argument. According to the Panel, `...genes 

intentionally added for a technological purpose to GM plants that are eaten or being used 

as an input into processed foods, can be considered "additives in foods" within the 

meaning of Annex A(1)(b):103  The Panel also considered that GM plants could be 

considered food under a variety of conditions, including where insects consumed GM 

plant pollen — something which seems to stretch the definition of what may be 

considered food.104 

The Panel reached this conclusion by choosing to overlook the definition of 'additive' as 

defined in Codex. This was similar to the situation noted above (at pp 164-167) where 

the Panel ignored the definition of a pest in the IPPC. However, unlike in relation to the 

definition of pests in the IPPC, in this instance the Panel did note that the Codex 

standards were relevant 'international standards' under Annex A(3)(a) of the SPS 

Agreement. Nevertheless, the Panel went on to argue, that because Annex A(1) makes no 

mention of 'international standards', the drafters must not have intended for the terms in 

Annex A(1) to be defined by reference to those standards. In other words, the Panel' 

considered that Codex definition of 'additive' is not dispositive of the term as it is used in.-. 

Annex A(1)(b). 105  The Panel's basis for ignoring another internationally sanctioned" 

definition seems highly questionable. Under Article 1 of the SPS Agreement, the Annexes 

are deemed to be integral to the Agreement, and further, the definitions in Annex A are 

specified to apply for the purposes of the Agreement — which, under Article 1, includes the 

Annexes. Therefore, if Article 3(1) mandates harmonisation of SPS measures through the 

use of international standards, guidelines or recommendations, and Annex A(3) defines 

international standards, guidelines or recommendations in relation to food to include 

102  It is noteworthy that the Panel, using the dictionary definition, defined food as 'a substance 
which a human being or an animal consumes for nutritional reasons...' This would seem to 
confirm that GM plants which are consumed for medicinal reasons are not, under the Panel's 
definition, food. See ibid, para 7.291. 

103  Ibid para 7.301. 
104 Peel notes in this regard that the consumption of pollen (or seeds) by insects or wild fauna are 

'overtly environmental' concerns, but the Panel nevertheless treats them as SPS-related food 
safety risks. See Jacqueline Peel, 'A GMO by Any Other Name... Might Be an SPS Risk!: 
Implications of Expanding the Scope of the WTO Sanitary and Phytosanitary Measures 
Agreement' (2007) 17(5) European Journal of International Law 1009, 1024. 

105 EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.300. 
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those promulgated in Codex, then these standards (or definitions) should be relevant to 

the entire SPS Agreement— including the Annexes. It is hard to see how Annex A(1) should 

somehow be exempt from those standards or definitions, particularly in light of Article 

3(1), which requires the harmonisation of SPS measures. 

It is interesting to note that in a footnote, the Panel states that it finds the provisions of 

Article 1.1 of the TBT Agreement instructive in this regard. 106  Article 1.1 states that 

particular terms in the TBT Agreement shall have the same meaning as those adopted by 

the United Nations (UN). From this, it can be inferred that the Panel found Article 1.1 

instructive because the TBT Agreement's specific mention of UN terms being relevant to 

Article 1.1 of the TBT Agreement, when compared to the failure to mention the Codex 

definitions in Annex A(1) of the SPS Agreement, meant that Codex definitions should not 

be considered relevant to Annex A(1). This however sounds very much like the argument 

advanced by the EC (which was noted above at pp 158-159) in relation to the use of the 

term 'environment' in Article 2.2 of the TBT Agreement, which the Panel rejected. 107  

Nevertheless, based on the considerations above concerning the scope of Annex A(1)(b), 

the Panel concludes that antibiotic resistance marker genes108  (ARIVIGs) can be 

considered 'additives'. Therefore, because the EC's Directives seek to avoid adverse 

effects from GMOs that are related to ARMGs in humans and animals, they can be 

considered SPS measures, despite that those risks arise only indirectly from those 

`additives'. 100  The Panel made similar findings in relation to contaminants which, 

according to the Panel, included proteins produced through the unintended expression 

of modified genes, and toxins which, according to the Panel, can included allergens. 110  

106 Ibid, fn 449. 
107  See above p 163. 
108  Antibiotic resistance marker genes are transferred into plant cells as markers in order to 

provide an indication of whether introduced genetic material has been successfully inserted 
into the cell. See GMO Compass, Food Safety Evaluation: Why Antibiotic Resistance Genes? (2006) 
<http://www.gmo- 
compass.org/eng/safety/human_health/45.antibiotic_resistance_genes_transgenic_plants.ht  
ml> at July 10 2008. 

109  See EC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report 
of the Panel) para 7.304. 

110 The Panel did not consider whether GMOs could be considered 'disease causing organisms' 
because it had already covered the relevant issues in finding that allergens were toxins, and 
ARNIGs were additives. 
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(ii) Other Damage 

After concluding, based on its expansive definitions of pests and allergens, that the EC's 

Directives could also be classified as SPS measures based on Annex A(1)(c), the Panel 

finally turned to consider the concept of 'other damage' in Annex A(1)(d). Annex A(1)(d) 

reads: 

1. Sanitary or phytosanitary measure - Any measure applied: 

(d) to prevent or limit other damage within the territory of the 

Member from the entry, establishment or spread of pests."' 

In relation to 'other damage' the Panel concludes that this phrase can include things such 

as economic damage as well as damage to infrastructure and property, and importantly, 

damage to the environment other than to living organisms. 112  On this basis, the Panel 

rejected the EC's contention that measures that protect non-living components of the 

environment such as geochemical processes (e.g. the recycling of carbon and nitrogen) 

fell outside of the scope of the definitions in Annex A(1). According to the Panel, 

[t]o the extent that GMOs might cause damage to (as opposed to 

mere changes in) geochemical cycles, such that there would be 

damage to the environment other than damage to living organisms, 

we think such environmental damage could be considered as "other 

damage" from the entry, establishment or spread of GMOs qua 

"pests" within the meaning of Annex A(1)(d). 113  

In the end, the Panel simply concludes that as the parties have not presented any further 

arguments about whether GMOs 'qua' pests may lead to damage to 'non-living' 

components of the environment. To the extent that the EC's Directives are applied to 

protect the environment, it should be considered that they have been 'applied to prevent 

or limit "other damage" from the entry, establishment or spread of "pests"; 114  in other 

words, that they should be considered SPS measures under Annex A(1)(d). 

Ill Marrakesh Agreement Establishing the World Trade Olganization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, Annex A(1)(d). 

112 This was because damage to the environment caused by living organisms would be captured 
by Annex A(1)(a). See EC — Biotech, WTO Doc WT/DS291/R, WT/D5292/R, 
WT/DS293/R (2006) (Report of the Panel) paras 7.370-7.372. 

113 See ibid, para 7.374. 
114 Ibid para 7.376. 
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(e) 	Labels can be SPS Measures too 

The Panel's desire to capture all aspects of the EC's measures within the scope of the 

SPS Agreement becomes even more pronounced when the Panel decides that even the 

labelling requirement in Directive 2001/18 had a 'rational relationship' to the purpose of 

protecting 'human health and the environment 115  and hence was a measure applied for 

one of the purposes identified in Annex A(1).' 116  The Panel finds this 'rational 

relationship' by pointing out that a label, which indicates the presence of the GMO, may, 

in the event of the accidental release of GM0s, such as through an accident during 

transportation, facilitate a quicker response by emergency workers — thereby protecting 

human health and the environment. Again, as the parties had not presented any 

arguments on this issue, the Panel decided that it should 'presume that the labelling 

requirement is applied to protect human health and the environment from possible 

unanticipated effects of GMO5.' 117  

The Panel's emphasis on a rational relationship between the labelling requirement and 

the purpose of the EC's Directive's is understandable given the Panel's concern to 

classify all aspects of the EC's approval regime as SPS measures. Without such a 

connection, the labelling requirement would possibly fall outside of the scope of the SPS 

Agreement. The Panel's reasoning however again seems strained, and as arguments were 

not made by the parties as to possible other purposes for the labelling requirement, the 

Panel conveniently does not address what such other purposes may have been. By 

finding that a labelling requirement satisfies one of the protective purposes in Annex 

A(1) (i.e. to protect human, animal plant life or health or other damage) the Panel is able 

to classify the GMO labelling requirement in the EC's Directive as an SPS measure. 

However, it is hard to imagine any labelling requirement pertaining to GMOs that would 

not satisfy the purpose of one or another of the protective purposes in Annex A(1) 

under the Panel's expansive reading of the definitions contained therein. So long as the 

product subject to the labelling requirement could be classed as a pest, additive, 

115  It is interesting to note that the Panel uses the term 'environment' as one of the subjects of 
protection of the SPS Agreement. While it was noted above (see p 163) that the Panel did 
consider that the subjects of protection in Annex A did include aspects of the environment, it 
should be recalled that this term is not actually used in the SPS Agreement. 

116  BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) para 7.384. 

117  Ibid, para 7.391. 
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contaminant toxin or disease-causing organism, all of which the Panel interpreted 

broadly, then the labelling requirement will be an SPS measure. 118  

The Panel supports its conclusion concerning the character of the labelling requirement 

in Directive 2001/18 by referring to the list in Annex A(1) of the types of measures that 

can be considered SPS measures. This list, which the Panel points out is not exhaustive, 

specifically states that 'packaging and labelling requirements directly related to food 

safety' can be considered SPS measures. The relevant section of the provision reads, 

Sanitary or phytosanitary measures include all relevant laws, decrees, 

regulations, requirements and procedures including, inter alia, end 

product criteria; processes and production methods; testing, 

inspection, certification and approval procedures; quarantine 

treatments including relevant requirements associated with the 

transport of animals or plants, or with the materials necessary for 

their survival during transport; provisions on relevant statistical 

methods, sampling procedures and methods of risk assessment; and 

packaging and labelling requirements directly related to food safe0 . 119 

(Emphasis added). 

The Panel's reasoning in this regard warrants quoting at length: 

We note that Annex A(1) to the SPS Agreement specifies that SPS 

measures include, "inter alio", "packaging and labelling requirements 

directly related to food safety". As is indicated by the term "inter alid' 

in Annex A(1), the requirements specifically mentioned are not 

necessarily intended to exclude similar requirements. Hence, while 

recognizing that labelling requirements imposed on food safety 

grounds may be more common, we consider that labelling 

requirements imposed for the purpose of protecting plant, animal or 

human health from the risks covered in Annex A(1)(a) and (c), or for 

118  It should be noted that the Panel did not consider the labelling requirements in Regulation 
258/97 to be SPS measures because they were applied to provide information so as not to 
mislead consumers and this was not covered in the Annex A(1) definitions. See ibid, paras 
7.408-7.412. 

119  Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex IA (Agreement on the 
Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, Annex A(1). 
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the purpose of preventing or limiting other damage from the risk 

covered in Annex A(1)(d), would likewise be subject to the 

disciplines of the SPS Agreement. 

The Panel noted (in a footnote) that it viewed the inclusion of labelling requirements 

pertaining directly to food in the list of potential types of SPS measures as providing but 

an 'example of a labelling requirement which clearly and unambiguously serves one of 

the purposes identified in Annex A(1):120  That is, the Panel did not view the inclusion of 

an example of a measure pertaining directly to food safety labelling in this list to mean 

that other types of labelling requirements should be excluded. However, using the Panel's 

own textualist approach to interpreting the SPS Agreement, it would seem that the specific 

inclusion of labelling requirements that pertain to food safety in Annex A(1) could 

indicate that labelling requirements that do not pertain to food safety were purposely left 

out. Otherwise, the drafters of the Agreement could have simply stated 'Sanitary or 

phytosanitary measures include.., inter cilia, ... labelling requirements...' and providing 

that the labelling requirement in question met the other relevant prerequisites in Annex 

A(1) it would be an SPS measure. Equally, it could be argued however, that only those 

labelling requirements that pertain directly to food safeo are meant to be covered by the SPS 

Agreement. This argument gains strength when the provisions and purpose of the TBT 

Agreement are considered. The preamble to the TBT Agreement states that one of the 

goals of the Agreement is to prevent, inter alia, labelling requirements from unduly 

interfering with international trade. 121  Annex 1.1 of the TBT Agreement defines a 

technical regulation, with which the Agreement is chiefly concerned as including a 

`[d]ocument which lays down product characteristics... It may also include or deal 

exclusively with terminology, symbols, packaging, marking or labelling requirements as 

they apply to a product... '122  Clearly then, one of the central purposes of the TBT 

Agreement is to prevent the use of technical regulations in the form of labelling 

requirements from interfering, without justification, with international trade. 

120  BC — Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the 
Panel) fn 527. 

121  Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex IA (Agreement on Technical 
Barriers to Trade) 1868 UNTS 120, Preamble, 5th Recital. 

122  Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on Technical 
Barriers to Trade) 1868 UNTS 120, Annex 1.1. 
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Under the Panel's interpretation, it would be possible to classify a diverse range of 

labelling requirement as SPS measures. For example, one such labelling requirement, 

which is discussed on the WTO's website, is an eco-label that informs of the presence of 

pesticides in cotton products. 123  Under the Panel's approach, such a labelling requirement 

could be considered an SPS measure if it were demonstrated that the purpose of the 

measure containing the labelling requirement bore a 'rational relationship' to the 

protection of human health or the environment. This could result if it could be 

demonstrated that such a label was related either to the protection of the environment 124  

or could be said to alert those with sensitivities (e.g. allergies) or who were concerned 

about the health effect of pesticide use in cotton production 123  to the presence of such 

chemicals in the final product. Of course the subject of the measure would also have to 

qualify (albeit only indirectly) as giving rise to one of the risks identified in Annex A(1). 

However, under the Panel's expansive interpretation of 'pests', cotton plants could easily 

qualify as pests — if for instance they grew where undesired and therefore led to 'other 

harm' or were 'troublesome or annoying'. So a measure that regulated aspects of cotton 

growing which could be characterised as related to the protection of health or the 

environment, which also contained an `eco-labelling' requirement, could be considered 

an SPS measure as it would fall within Annex A(1)(c). However, such labelling 

requirements are currently addressed under the TBT Agreement, which, is arguably the 

appropriate Agreement through which to address labelling requirements other than those 

relating to food-safety as specified in the SPS Agreement. 126  However, the Panel's 

expansive reading of the scope of the SPS Agreement may have subsumed this function (at 

least insofar as such requirements pertain to the protection of the human, animal and 

plant life or health and the environment) under the SPS Agreement. This raises 

123  The website discusses the label in terms of whether such a requirement should be considered 
a 'non-product related' process and production method, in terms of the application of the 
TBT Agreement. See Environment Backgrounder: Labelling Requirements for Environmental Purposes, 
World Trade Organization 
<http://intranet.corpei.ec/carpetas/cic/OMC/WTOCD/WTO%20Website/SnapshotOfW  
TOWebsiteInEnglish/english/tratop_e/envir_e/envir_backgrnd_e/c3s2_e.htm#tbt_agreem 
ent> at 8 October 2008. 

124 For example, environmental effects of pesticide use in cotton production could include the 
run-off of chemicals into soil and streams. 

125  Health related concerns could include, for example, that the chemicals used in cotton 
production could are linked to the development of certain cancers. 

126  See for example, Cathy Roheim Wessells, Kevern Cochrane, Carolyn Deere, Paul Wallis and 
Rolf Willmann, 'Product certification and ecolabelling for fisheries sustainability' Food and 
Agriculture Organization (FAO) Fisheries Technical Paper 422 (2001). 
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fundamental questions concerning the relationship of the WTO agreements; 

relationships which some of the Panel's interpretations in EC— Biotech seem to subvert in 

its quest to classify all aspects of the EC's Directives as SPS measures — including those 

aspects that pertained to environmental protection. 

4 	The GATT, SPS and TBT Agreements 

As the EC had argued, the SPS Agreement was intended to be limited in scope. This 

argument is based not only upon the definition of SPS measures in Annex A, but also on 

the relationship between the GATT, TBT and SPS Agreements. The GeneralIntelifetive Note 

to Annex 1Al 27  provides that in the event of a conflict between the GATT and another 

agreement in Annex IA to the Agreement Establishing the Word Trade Organization (which 

includes the SPS and TBT Agreements) the provisions of the other agreement should 

prevail. In other words, the provisions of both the 113T and SPS Agreements take 

precedent over those of the GATT. Further, as has already been noted, Article 1.5 of the 

TBT Agreement states that the provisions of the TBT Agreement do not apply to SPS 

measures as defined in the SPS Agreement. So the provisions of the SPS Agreement take 

precedent over those in the TBT. 128  Clearly then, the SPS Agreement is of narrower scope 

than both the GATT and the 'IBT Agreement. As Peel notes, '[t]he conventional view 

has been that of the three WTO agreements the SPS Agreement is the one that has the 

narrowest scope of operation.'129  This view is confirmed by wro case law. The Panel in 

EC —Hormones stated: 

We note in this respect that the general approach adopted in Article 

XX(b) of GATT is fundamentally different from the approach 

adopted in the SPS Agreement. Article XX(b), which is not limited to 

sanitary or phytosanitary measures, provides for a general exception 

which can be invoked to justify any violation of another GATT 

provision. The SPS Agreement, on the other hand, provides for 

127 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A, General Inteoretative Note to 
Annex 1A, Multilateral Agreements on Trade in Goods. 

128 Matsushita, Schoenbaum and Mavroidis describe this relationship as SPS over TBT over 
GATT. See Mitsuo Matsushita, Thomas J Schoenbaum and Petros C Mavroidis, The World 
Trade Organization: Law, Practice, and Mg (2nd ed. 2006) 481. 

129 Jacqueline Peel, 'A GMO by Any Other Name... Might Be an SPS Risk!: Implications of 
Expanding the Scope of the WTO Sanitary and Phytosanitary Measures Agreement' (2007) 
17(5) European Journal of International Law 1009, 1014. 
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specific obligations to be met in order for a Member to enact or 

maintain specific types of measures, namely sanitary and 

phytosanitary measures. 130  

While all three agreements may deal with 'environmental' measures to some degree, the 

test of application for each agreement differs in scope from general (under the GATT) to 

specific (under the SPS Agreemern). Indeed, as the WTO itself states, jm]easures for 

environmental protection, to protect consumer interests, or for the welfare of animals are 

not covered by the SPS Agreement. These concerns, however, are addressed by other 

WTO agreements (i.e., the TBT Agreement or Article XX of GATT 1994).' 131  Arguably 

then, the types of measures that the SPS Agreement was meant to address are those that 

pertain to matters such as risks associated with the introduction of pests or exotic species 

through trade (i.e. quarantine risks) and risks associated with the presence of harmful 

substances in food, beverages or feedstuffs. Sanitary and phytosanitary measures vary in 

form and content, and can include measures that, as was argued, specify product-

labelling requirements when these requirements pertain directly to food safety. 

One result then of the expanded scope of application of the SPS Agreement by the Panel 

in EC — Biotech is the marginalisation of both the TBT Agreement and the GATT. Under 

the Panel's expansive reading of the SPS Agreement, it is possible that trade-related 

(environmental) measures that hitherto would have been considered under the GATT or 

TBT Agreement may be called into question under the SPS Agreement. While the nature 

of the risks identified in the SPS Agreement can involve environmentally related risks, 

measures will not fall under the purview of that Agreement simply because they are taken 

to protect the environment: they must be taken with a view to protecting either wild flora 

or fauna from the risks outlined in Annex A, or to prevent other damage from the 

introduction of pests. 

That the Panel's approach to the SPS Agreement in EC — Biotech may serve to marginalise 

other WTO agreements is a result that is not without irony. As noted above (see p 150) 

The Panel's conclusion that a single measure could in fact contain more than one 

130  EC — Hormones, complaint by US, WTO Doc WT/DS26/R/USA (1997) (Report of the Panel) 
para 8.39; BC— Hormones, complaint by Canada, WTO Doc WT/DS48/R/CAN (1997) (Report 
of the Panel) para 8.42. 

131  See Understanding the WTO Agreement on Sanitag and Phytosani tag Measures (1998) World Trade 
Organization < http://www.wto.int/english/tratop_e/sps_e/spsund_e.htm > at 2 August 
2008. 
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purpose in terms of its classification under WTO agreements was, according to Franken 

and Burchardi, the correct decision. This was because it 

put a clear stop to tendencies to add up the disciplines of the various 

WTO Agreements at least as far as it concerns one measure that 

could come under two different Agreements. Had it decided 

otherwise, the SPS Agreement with its strict disciplines could have 

been used to marginalise other Agreements.. • 132 

However, by then interpreting the definitions in Annex A in such a broad manner, the 

Panel has essentially archived the result warned of in the above quote, in that it has 

potentially marginalised other WTO agreements by assigning such a broad scope of 

application to the SPS Agreement. 

From a practical standpoint, such marginalisation may occur because a member wishing 

to challenge the validity of another member's trade-restricting measures would possibly 

meet with greater success under the SPS Agreement. Franken and Burchardi's brief 

allusion to the 'strict disciplines' of the SPS Agreement recognises this potential. The 'strict 

disciplines' to which they refer to centre on the role that science plays in the SPS 

Agreement. For example, under Article 2.2 of the SPS Agreement, measures must be based 

on scientific principles, and must not be maintained without sufficient scientific 

evidence. 133  When compared to Article XX(b) of the GATT, which may also deal with 

SPS-type measures but in a much broader sense (recalling that Article XX(b) exempts 

measures necessary to protect human, animal or plant life or health from the disciplines 

of the GAT!), it is readily apparent that justifying a measure under the SPS Agreement is a 

much more daunting proposition. Moreover, the requirements in Article 2.2 are linked to 

132  Lorenz Franken and Jan-Erik Burchardi, 'Beyond Biosafety - An Analysis of the EC-Biotech 
Panel Report' (2007) 62(1) Aussenwirtschaft 77, 86. 

133  Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on the 
Application of Sanitary and Phytosanitag Measures) 1867 UNTS 493, Article 2.2. Article 2.2 reads: 
'Members 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, except as provided for in paragraph 7 
of Article 5.' 
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those in Article 5.1, which stipulates that SPS measures must be based upon a risk 

assessment as defined in SPS Agreement. 134 

The comparative difficulty of justifying measures under the science-based disciplines of 

the SPS Agreement accords with the Agreement's status as lex .0ecialis; that is, its intended 

narrow focus on a limited sub-set of trade-related measures. One result of the Panel's 

expansive reading of Annex A in EC — Biotech is that the scope of the SPS Agreement is 

widened to the detriment of other WTO agreements. 

5 	Refusing to Considering the EC's Measures Under the GATT and TBT Agreement 

As argued above, the Panel in BC— Biotech applied legally questionable reasoning in order 

to classify the EC's measures as entirely SPS measures. However, the question remains as 

to why the Panel was so insistent that the EC's measures fell to be considered exclusively 

under the SPS Agreement. While it was clear that the Panel did not want to address the 

questions raised by the parties under either the GAIT or the TBT Agreement in any 

detail, it could not avoid doing so altogether. The following section will examine the 

Panel's reasoning in regard to the arguments made by the parties under other WTO 

agreements, in particular under the GATT. The nature of the enquiries that the Panel 

would have had to make under the GATT, and the interpretations the Panel employed to 

avoid doing so, reinforce the central premise of this thesis: that the Panel employed 

questionable reasoning to reach conclusions that were politically convenient. 

(a) Article 111:4: Inconvenient Questions About the Nature of GMOs 

In relation to the so-called 'product-specific' measures complained of in the dispute, both 

Canada and Argentina argued that biotech and non-biotech products were 'like' 

products. Therefore, according to the complainants, the EC's measures violated Article 

111:4 of the GATT because they accorded treatment that was less favourable to certain 

biotech products than they did to their respective non-biotech counterparts. 

The relevant part of Article 111:4 states, 

134 The Appellate Body held in EC — Hormones that Article 5.1 is a 'specific application of the 
basic obligations contained in Article 2.2...' and therefore failure to comply with the 
requirements in Article 5.1 will mean that there has also been a failure to comply with Article 
2.2. and vice-versa. See European Communities — Measures Concerning Meat and Meat Products, 
w-ro Doc WT/DS26/AB/R & W'T/DS48/AB/R (1998) (Report of the Appellate Body) 
paras 180, 250; Australia — Measures Affecting Importation of Salmon, WTO Doc. 
WT/DS18/AB/R (1998) (Report of the Appellate Body) paras 137-138. 
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The products of the territory of any contracting party imported into 

the territory of any other contracting party shall be accorded 

treatment no less favourable than that accorded to like products of 

national origin in respect of all laws, regulations and requirements 

affecting their internal sale, offering for sale, purchase, 

transportation, distribution or use135  (emphasis added). 

As is evidenced from the text of Article 111:4, the determination of whether or not two 

products are 'like' is essential to the application of this provision — which sets out the 

fundamental national origin based non-discrimination principle of the WTO. In past, 

disputes requiring an assessment of whether two products can be considered like for the 

purpose of this provision have see both Panels and the Appellate Body apply the criteria 

set out in the Border Tax Adjustments Report. 136  The approach taken in that Report to 

determining whether products are like for the purpose of Article III is based upon four 

broad criteria: (i) the properties, nature and quality of the products; (ii) the end-uses of 

the products; (iii) consumers perceptions and behaviour in relation to the products; and 

(iv) the tariff classification of the products.1 37 Moreover, the Appellate Body in European 

Communities — Measures Afficting Asbestos and Asbestos-Containing Products 138  (EC — Asbestos) 

found that health risks associated with a product should be considered as part of the 

product's nature or qualities under the first of the four Border Tax Adjustments criteria 

noted above. 139  

133  Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), annex IA (General Agreement on Tanffr 
and Trade) 1867 UNTS 190, Article 111:4. 

136 Report by the Working Party on Border Tax Adjustments, GATT BISD, 18th Supp, 97, GATT Doc 
L/3464 (1970). The criteria suggested by the working party was expanded to include the tariff 
classification of a product by the Panel in Japan — Customs Duties, Taxes and Labelling Practices on 
Imported Wines and Alcoholic Beverages (1987), BISD 34S/83 ("Japan — Alcoholic Beverages') and was 
adopted and used in Panels in United States — Standards for Reformulated and Conventional Gasoline, 
WTO Doc WT/DS2/R (1996) (Report of the Panel) ('US — Gasoline') and European 
Communities — Measures Affecting Asbestos and Asbestos-Containing Products, WTO Doc 
WT/DS135/R (2000) (Report of the Panel) ('EC — Asbestos') and the Appellate Body in 
European Communities — Measures Affecting Asbestos and Asbestos-Containing Products, WTO Doc. 
WT/DS135/AB/R (2001) (Report of the Appellate Body) (see para 109 for criticism of the 
EC — Biotech Panel's approach to the Border Tax Adjustments criteria). 

137  See EC — Asbestos, WTO Doc. WT/DS135/AB/R (2001) (Report of the Appellate Body) 
para 109. 

138  WTO Doc. WT/DS135/AB/R (2001) (Report of the Appellate Body). 
139  Ibid, paras 114-115. 
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(b) No Difference Between Biotech and Non-Biotech Products? 

In EC — Biotech, both Canada and Argentina argued that there was no difference between 

biotech and non-biotech products when compared under these criteria. The 

complainants argued: 

• that biotech products were physically similar to non-biotech products, the 

only difference being discernable at the genetic level; 

• that end-uses of the products were interchangeable as biotech and non-

biotech products could be used equally as food, feed or industrial 

processing agents; 

• that despite the fact that there may be differences in consumer 

preferences between biotech and non-biotech products, this should be 

accorded little weight in determining likeness as 'no reliable evidence 

exists regarding the consumer tastes and preferences for the .0ectfic 

products' in question; and 

• that there was no difference in the tariff classification between the biotech 

and non-biotech products in question. 

In light of these considerations, the complainants were of the opinion that there was no 

difference between biotech and non-biotech products, and by treating such products 

differently, the EC's approval regime was contrary to Article 111:4 of the GATT.140 

(i) 	Ramifications 

Normally, the resolution of this issue would have required the Panel to assess whether 

genetically modified food and agricultural products were 'like' their non-biotech 

counterparts (using the four Border Tax Adjustment criteria set out above) for the purposes 

of the application of the rules of the GA -TT. Such an assessment would have not only 

raised difficult scientific questions, but would have also necessitated providing tacit 

endorsement or disapproval of the EC's biotech approval regime. For instance, if the 

Panel had determined that biotech products were 'like' non-biotech products as argued 

by the complainants, then the GATT-compatibility of the entire EC's approval regime 

140  For an outline of Canada's arguments about Article 111:4 of the GATT see EC — Biotech, 
WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the Panel), paras 
4.225-4.227; for Argentina's arguments concerning Article 111:4 see EC — Biotech, WTO Doc 
WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (Report of the Panel), paras 4.292- 
4.296. 
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would have been called in to question. This is because the EC's approval regime was 

triggered by the use of genetic technology and therefore differentiated between biotech 

and non-biotech products by its very nature. The implications of such an assessment may 

have indeed been dire for the WTO, as it would have undoubtedly raised questions about 

the ability of WTO members to legitimately regulate for the health and environmental 

protection of their citizens under WTO rules. As was argued in Chapter II, there has 

been a high degree of concern amongst EU citizens over food safety regulation and this 

has translated into scepticism about GMOs. A ruling from a WTO Panel that the EC's 

precaution-oriented approval regime for GMOs — which was the culmination of a long 

and difficult political process — was contrary to international trade rules, would most 

likely have met with considerable disapproval. 141  

On the other hand, had the Panel concluded that biotech products were not 'like' non-

biotech products, this would have been equally unacceptable to the US. As was 

demonstrated in Chapter I, the US has adopted an approach to the regulation of GMOs 

whereby such products are viewed as substantially equivalent to non-biotech products 

until it is proven otherwise. A ruling from a 'WTO Panel that biotech and non-biotech 

products were not alike would have been contrary to the premise upon which US 

regulation for GMOs is based. Given the high level of acceptance of GMOs in the US 

and the pre-eminence enjoyed by the US's biotech food and agricultural industries, it is 

highly unlikely that such a determination would have been well received by the US. 142  

The questions which would have been raised should the Panel have considered the EC's 

approval regime under Article 111:4 of the GATT would have been difficult for the Panel 

to resolve because they touch upon the limits of national regulatory sovereignty under 

the WTO agreements. In this respect, such questions are controversial because, as 

Trebilcock and Soloway argue, if minimal deference to national regulation is adopted, 

141 Indeed, as was the case in EC — Hormones, the EC may have simply decided to not implement 
the Panel's ruling had it determined that its approval regime was contrary to GATT rules. In 
the EC — Hormones dispute this resulted in the authorisation of the suspension of concessions 
by the US and Canada. The latest decisions related to this dispute are United States — Continued 
Suspension of Obligations in the EC — Hormones Dispute ('US — Hormones Suspension') WTO Docs 
WT/D5320/R, WT/DS321/R (2008) (Report of the Panel) and US — Hormones Suspension 
WTO Docs WT/DS320/AB/R, WT/DS321/AB/R (2008) (Report of the Appellate Body). 

142 Similarly, had the Panel found that GMOs were not like their non-modified counterparts, but 
the EC's regulations were justified under the Article XX exceptions to the GATT, it is 
unlikely that the US would have viewed such an outcome favourably. 
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then a wro Panel would have the power, in effect, to invalidate a 

Member's national legislation that, while trade-restricting, reflects a 

legitimate value choice on the part of domestic consumers. Domestic 

welfare losses may result as citizens' risk preferences are overridden 

at the expense of liberalized trade. Given the conventional consumer 

welfare rationale for trade liberalization, this would be to assign trade 

liberalization a normative pre-eminence largely inconsistent with its 

own rationale. Obviously, the legal and institutional challenge is to 

find an acceptable balance...143  

(c) 	The Panel's Approach 

In attempting to find this 'acceptable balance' in EC — Biotech, it is clear from the Panel's 

decision that it was keen to avoid the questions that would have been raised had it 

considered the EC's measures under Article 111:4. In relation to Canada's claims, the 

Panel simply exercised judicial economy and stated that it was not necessary to consider 

these arguments because it had found the relevant product specific measures had violated 

the provisions of the SPS Agreentent144  — the application of which, as was argued above, 

the Panel had considerably expanded. 

In relation to Argentina's claims under the Article 111:4 of the GATT, the Panel stated 

that it would focus initially on the 'no less favourable treatment' aspect of Article 111:4. It 

is interesting to note however, that the practice regarding this provision has been to first 

examine whether products are in fact 'like' before proceeding to examine whether the 

imported product has been treated less favourably. 145  Logically, this makes sense: if there 

was no consideration of whether two products were considered to be 'like', then it would 

seem pointless to proceed to examine whether there was 'less favourable' treatment. This 

is because such treatment is only contrary to the GATT if the products are in fact 'like' 

each other. In effect, without conducting the relevant 'like products' analysis, the only 

143  Michael Trebilcock and Julie Soloway, 'International trade policy and domestic food safety 
regulation: the case for substantial deference by the WTO Dispute Settlement Body under the 
SPS Agreement' in Daniel Kennedy and James Southwick (eds), The Political Economy of 
International Trade Law: Essays in Honor of Robert E. Hudec (2002) 537, 541-542. 

144  EC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (report of the 
Panel) para 7.2505, 7.2517. 

143  See for example, Korea — Measures Affecting Imports of Fresh, Chilled and Froen Beef WTO Doc 
WT/DS161/AB/R, WT/DS169/AB/R (2000) (report of the Appellate Body) para 133, 
where the Appellate Body pointed out that Article 111:4 required consideration of three 
elements, the first of which was whether the products in question were 'like'. 
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way the Panel could consider whether there was less favourable treatment, was to assume, 

without any consideration of the matter, that the products in question were 

hypothetically like one another. 146  This assumption, which is necessary in order for the 

Panel to refute the basis of Argentina's claims under the Article 111:4 of the GATT, 

clearly subverts the proper analysis to be conducted under that Article. 147  While this may 

have allowed the Panel to avoid difficult questions, it requires the Panel to again apply 

questionable reasoning in order to reach the desired result. That the Panel was prepared 

to deviate from accepted practice in this manner points to the conclusion that it was keen 

to side-step the issue of like products under Article 111:4 of the GATT. The Panel 

reached similar conclusions with respect to the application of the TBT Agreement to the 

product-specific measures, which would have also required consideration of whether 

biotech products were like under Articles 2.1 and 5.1. The Panel held that as it had found 

that the EC's approval procedures were covered entirely by the SPS Agreement, there was 

not need to consider the parties claims under the TBT Agreement. 148  

(d) 	Conclusion: A Convenient or Contrived Outcome? 

Goh and Morgan argue that the Panel successfully negotiated the 'highly contentious' EC 

— Biotech dispute by diffusing many of the potentially controversial aspects of the case. In 

relation to the questions that the Panel would normally have had to consider under 

Article 111:4 of the GATT, the authors opine that the Panel's use of judicial economy and 

reversal of the order of considerations under Article 111:4 helped it to handle 'sensitive 

legal issues in a manner designed to avoid having to make findings that it knew would be 

146  See EC— Biotech, WTO Doc WT/D5291/R, WT/DS292/R, WT/D5293/R (2006) (report of 
the Panel) para 7.2514. 

147 Cf. Pauwelyn who argues that the focus on 'likeness' in GATT jurisprudence is misguided, 
and rather the focus should be on the concept of 'less favourable treatment'. In Pauwelyn's 
opinion, the WTO jurisprudence approaches the question from the wrong way around and 
should instead first examine whether a measure discriminates based on national origin before 
considering the relationship between the products. In relation to the Panel's consideration of 
Article 111:4 in EC — Biotech, Pauwelyn regards the Panel's assumption that the products in 
question are alike as 'cleverly skipping the likeness question altogether'. See Joost Pauwelyn, 
'Comment: The Unbearable Lightness of Likeness' in Marion Panizzon, Nicole Pohl and 
Pierre Sauve (eds) CATS and the Regulation of International Trade in Services (2008) 358, 387. 

148 BC— Biotech, WTO Doc WT/DS291/R, WT/DS292/R, WT/DS293/R (2006) (report of the 
Panel) paras 7.2524-7.2528. The Panel also reached similar conclusions in regard to claims 
that the member state safe-guard measures were contrary to the provisions of the GATT at 
paras 7.3415-7.3423. 
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contentious.'149  This is undoubtedly true; however, in order to achieve this end, the Panel 

again employed legally questionable reasoning. 

Conclusion 

The Panel's strained interpretations of the terms in Annex A of the SPS Agreement have 

potentially expanded its scope beyond the types of measures that it was intended to 

originally cover. As was argued in this Chapter, despite the narrow focus of the SPS 

Agreement, the Panel was of the view that: 

• the risks against which a measure protects may arise from a risk that is 

indirect or delayed; 

• the definition of 'pests' can include 'other harm' or something that is 

merely 'troublesome or annoying'; 

• the term 'other damage' in Annex A(1)(d) applies potentially to all non-

living components of the environment; and 

labelling requirements taken to protect against unanticipated effects of 

GMOs (which the Panel considered were all SPS related concerns) can be 

considered SPS measures. 

These interpretations point to the Panel's single-minded insistence that the EC's 

approval regime for GMOs was, in its entirety, an SPS measure. 

Further, the Panel's undefined concept of a 'rational relationship' between a risk-cause, 

which may arise either directly or indirectly from a regulated product, and the purpose of 

protecting human, animal plant life or health or preventing other damage is problematic. 

This is because measures taken to protect the environment, which previously would have 

been considered under either the GATT or the TBT Agreement, may now fall to be 

considered under the SPS Agreement. Such a situation arises because any plausible 

sequence of cause and effect may serve to render certain environmental measures SPS 

measures. For example, Conrad notes that measures taken to protect against air pollution 

may qualify as SPS measures because air pollutants have an effect on `... organisms and 

149  Gavin Goh and David Morgan, 'Political Considerations and Pragmatic Outcomes in WTO 
Dispute Rulings' (2007) 30(2) University of New South Wales Law Journal 477, 481-482. 
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ecosystems.' Accordingly, this may 'lead to biological interactions that impact the spread 

of diseases and disease-causing organisms as well as corresponding risks to plant health, 

and this would satisfy the definition of SPS measures in Annex A. '150  Formerly, if such a 

measure was challenged under WTO rules, it may have been scrutinised under either the 

GATT (and its relevant Article XX exceptions) or perhaps under the TBT Agreement. 

This is but one example of the type of measure that may be captured under the SPS 

Agreement due to the Panel's concept of a rational relationship and its expansive 

definitions of the terms in Annex A. 

Another result of the Panel's expansive reading of the SPS Agreement, is that it may be 

used to the exclusion of other WTO agreements in future wro disputes that involve 

trade restricting environmental measures. The relatively more onerous science-based 

provisions of the SPS Agreement, under the Panel's interpretation in EC — Biotech, are 

more readily applicable to a wider range of such measures. Given the increased difficulty 

of justifying a measure under the SPS Agreement, this may provide incentive for WTO 

member's to challenge environmentally related trade-restricting measures under this 

Agreement. Conversely, it may also make justifying such measures more difficult. 

While it is difficult to say with certainty why the US focussed almost exclusively on the 

disciplines of the SPS Agreement in framing its arguments, it is possible to speculate that 

one reason for doing so was to provide the EC with the more difficult challenge of 

justifying the application of its measures in accordance with the strict, science-based 

disciplines of that Agreement. Persuading the Panel that the measures were exclusively 

SPS measures would also mean that the relatively untested and perhaps comparatively 

less onerous provisions of the TBT Agreement would not apply. Nor would the well 

developed trade and environment jurisprudence of the GATT and its well considered 

Article XX exceptions. 151  

What is more certain however, is that the Panel's acceptance that the EC's approval 

regime was entirely an SPS measure for the purposes of the SPS Agreement meant that it 

could avoid addressing difficult questions and contentious issues about the nature of 

GMOs and the WTO-compatibility of the EC's precautionary based approval regime. 

150  Christiane R Conrad, The EC—Biotech dispute and applicability of the SPS Agreement: are 
the panel's findings built on shaky ground? (2007) 6(2) World Trade Review 233, 239. 

151  Margaret A Young, 'The WTO's use of relevant rules of international law: An analysis of the 
Biotech case' (2007) 56(4) International & Comparative Law Quarterly 907, 910. 
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That the Panel wished to avoid such questions is evidenced by its unusual approach to 

Article 111:4 of the GATT, and its reversal of the usual order of considerations made 

under that Article. While characterising the EC's approval regime as an SPS measure and 

manipulating the order of considerations it was required to make under the GATT may 

have allowed the Panel to reach a politically convenient or agreeable resolution to the 

dispute, again, the cost of doing so may be to the detriment of the resolution of future 

WTO disputes. 
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CONCLUSION 

This thesis considered whether the Panel's decision in European Communities — Measures 

Affecting the Approval and Marketing of Biotech Productsi (EC — Biotech) was correctly decided 

in terms of both the interpretative value of other rules of international law to WTO rules, 

and the scope of application of the SPS Agreement to the measures under consideration. It 

was argued that the Panel's findings in both these instances were more about finding a 

politically convenient resolution to the dispute than they were about the correct 

application of wro law. As a result, while the outcome of the decision may have 

satisfied both the complainants and the defendant, the Panel's approach to the issues 

considered in this thesis may have negative impacts on the future resolution of WTO 

disputes. 

In addressing these questions this thesis first canvassed the background to the regulation 

of GMOs in the US and EC, which is essential for understanding the social, political and 

legal dimension of the EC — Biotech dispute. 

In the US, the scientific community initiated discussion concerning the appropriate form 

that regulation for this new technology should take. Eventually, the desire to encourage 

this potentially lucrative industry led to the short-circuiting of the debate over the 

regulation of biotechnology. As was argued in Chapter 1, this meant that the viewpoints 

of those advocating minimal legislative interference for the technology were given 

preference over those advocating a more precautionary approach. This was despite that 

there was uncertainty regarding the risk implications of the technology. In this respect, 

science was mobilised to gain support for regulation for biotechnology that was relatively 

permissive rather than being used to inform the debate over the appropriate form that 

such regulation should take. Such an approach ultimately proved effective, as the idea 

that no new legislation was required to regulate biotechnology took hold. 

Underpinning the US approach to biotechnology regulation was the belief that products 

produced through modern biotechnological methods were essentially no different than 

those produced through more traditional methods. As a consequence, the development 

I European Communities — Biotech Products, WTO Doc WT/DS291/R, WT/DS292/R, 
WT/DS293/R (2006) (Report of the Panel) ('EC— Biotech'). 
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of controls for biotechnology in that country led to the use of a complex web of existing 

statutes, administered by various US government agencies, to oversee and coordinate 

approvals and authorisations for the development and use of GMOs. These statues 

formed part of what was called the Coordinated Framework for the Regulation of 

Biotechnology (Coordinated Framework). The complexity of the Coordinated 

Framework meant that there was initially a certain amount of inconsistency in terms of 

the degree of regulation between relevant US government departments and agencies. 

Although more serious problems such as Starlink followed, highlighting deficiencies in 

the US regulatory approach to GM0s, they did little to motivate change to the way 

biotechnology is regulated there. In short, the dominant narrative of the story of the 

regulation of biotechnology in the US was one of facilitation and promotion, rather than 

one of precaution. 

The US approach stands in contrast to the development of regulation for GMOs in the 

EC. There the dominant focus has been on human and environmental safety concerns. 

Accordingly, the EC's approval regime for GM0s, which was discussed in Chapter 2, 

was characterised by a conservative and a precautionary tone. 

In the EC context, the development controls for the regulation of GMOs is tied to the 

development of the European Community itself, through successive treaty revisions. 

These revisions led to the implementation of increasingly precaution-oriented 

environmental and health and safety regulation. In particular, the growth of EC 

environmental law, and its upward harmonisation brought about by the desire to limit 

fragmentation of Community laws, has influenced the development of regulatory 

controls for GMOs. In this respect, the incorporation of the precautionary principle into 

Community law and its subsequent influence in shaping those laws has been a major 

influencing factor in the development European controls for food and agricultural 

biotechnology. 

The struggles between US federal agencies over the appropriate form that GMO 

regulation should take were mirrored in the European context, with very different results 

however. Unlike the US Environmental Protection Agency (EPA), the European 

Directorate General responsible for the environment (DG XI) was able to exert 

considerable influence over the development of regulatory controls for GMOs. This 

eventually led to the promulgation of an approval regime that was premised upon the use 

of genetic modification as a triggering factor for regulatory oversight, rather than on the 
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end-product itself, as was the case in the US. In other words, the EC's approval regime 

for GMOs was activated by the use of biotechnology in the development of a product. 

In this respect, the regime was premised upon the idea that biotech and non-biotech 

products were not equivalent to one another. 

This precaution-oriented approach to the regulation of GMOs adopted in the EC was 

not, however, simply a product of the development of stricter environmental and health 

and safety regulations and the influence of the DG XL Public concerns over the 

effectiveness of European food safety controls in the wake of several food scandals were 

also major influencing factors. Of particular note in this regard was the BSE crises that 

gripped much of Europe throughout the late 1990s. The impact of events such as 'mad 

cow' disease, fuelled by widespread media coverage, was of considerable magnitude and 

led to the eventual restructuring of food safety regulation in the EC. While 'mad-cows' 

had little to do with GM0s, the confluence of the BSE crisis with the first imports of 

genetically modified foods in Europe served to create a link in the minds of the 

European public between the two events, which subsequently served to influence public 

opinion about GMOs. 

Despite the relative strictness, and recasting of the European approval regime for GMOs 

in 2001, several EC member states were still not satisfied that the regime covered all the 

necessary regulatory facets of GMOs adequately. As a result, regulatory approvals for 

GMOs were blocked for a number of years in the EC, and this became the major catalyst 

for the initiation of dispute settlement proceedings at the WTO by the US. 

The arguments made by the parties in the EC — Biotech dispute raised several potentially 

contentious issues for the Panel to resolve. However, as Gob and Morgan observe, the 

Panel's report did not elicit a strong negative reaction. There has been no appeal, and 

criticism of the Panel's report has not been 'as vehement or as hostile' as was the 

criticism of the decision on behalf of the complainants to launch dispute settlement 

proceedings at the WTO in the first place. 2  This general acceptance of the Panel's 

decision is perhaps testament to its political palatability. This is especially so from the 

EC's position, as food safety concerns run particularly deep within European culture (see 

Chapter II). Such concerns may have been placated by the fact that the EC could claim 

victory in its struggle to represent its citizens' rights to avoid GMOs if they so chose. In 

2  Gavin Gob and David Morgan, 'Political Considerations and Pragmatic Outcomes in WTO 
Dispute Rulings' (2007) 30(2) University of New South Wales Law Journal 477, 480. 
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this way issues of sovereignty and consumer choice, which can be so politically divisive, 

were completely avoided, thereby minimising opposition to the decision by EC 

members. Conversely, the US could equally claim victory on behalf of its farmers and 

agri-biotech industry by virtue of the removal of trade barriers to GMOs (even though in 

fact such barriers had already been removed by the EC's new approval regime). Yet, 

while the Panel's decision may have thus been politically acceptable, some of the 

reasoning employed by the Panel in achieving this result is problematic. 

One such problematic aspect of the Panel's decision in EC — Biotech, as canvassed in 

Chapter III, related to the application of other rules of international law in interpreting 

the rules of the WTO. Owing to arguments put forward by the EC, the Panel was 

obliged to consider what effect treaties such as the Convention on Biological Diversiy and the 

Cartagena Protocol on Biosafeo to the Convention on Biological Diversi011  (Biosafety Protocol) 

should have on the provisions of the WTO, if any; or, indeed, what influence customary 

or general rules of international law exerted on the provisions of the WTO agreements. 

In resolving this issue the Panel had regard to the rules governing treaty interpretation as 

set out in the Vienna Convention on the Law of Treaties 5  (Vienna Convention). The way in 

which the Panel interpreted the relevant Articles of the Vienna Convention, however, 

meant that all the members of the WTO were required to be members of the treaty that 

was claimed to be of interpretive value, before it could be used to interpret WTO rules. 

Besides being a questionable interpretation of the Vienna Convention rules, the implication 

of this approach is that very few international agreements will ever be relevant to 

interpreting the rules to the WTO. This is because there will hardly ever be complete 

congruence of membership between the WTO and another international . agreement that 

is claimed to be of interpretive value. This approach severely restricts the availability of 

other international treaties that may be helpful in interpreting WTO rules. Consequently, 

it negatively affects interpretive coherence among international treaties and encourages 

3 Convention on Biological Diversity (opened for signature 5 June 1992) 1760 UNTS 142 (entered 
into force 29 December 1993) ('CBD'). 

4 Cartagena Protocol on Biosaf01 to the Convention on Biological Diversity (opened for signature 15 May 
2000) 39 ILM 1027 (entered into force 11 September 2003) (`Biosafety Protocol'). The 
precautionary principle (or approach as it is termed in the Protocol) is referred to in the 
opening recitals and Article 1, which states the objectives of the Protocol. Article 15 sets out 
the manner for, and conditions under which, risk assessments should take place and Annex 
III defines the term. Risk management is governed by Article 16. 
Vienna Convention on the Law of Treaties, opened for signature 23 May 1969, 1155 UNTS 331, 
(entered into force 27 January 1980) Article 31, ('Vienna Convention'). 
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fragmentation in international law, thereby further raising the prospect of conflict 

between the rules of the multilateral trade regime and those of other multilateral regimes, 

including multilateral environmental agreements (MEAs). 

After brief examination of whether the precautionary principle could be considered a 

general principle of international law, which the Panel declined to decide, the Panel 

turned its attention to considering the basis for the Appellate Body's reference to other 

rules of international law in previous WTO disputes, namely in United States — Import 

Prohibition of Certain Shrimp and Shrimp Products6  (US — Shrimp). The Panel considered that 

in US — Shrimp the Appellate Body had made such references in the sense of using other 

rules of international law to discern the 'ordinary meaning' of particular words. The 

Panel's approach in this regard was flawed however, and it was argued that it was based 

on a mis-characterisation of the basis upon which the Appellate Body had made 

references to other international treaties in US — Shrimp. Be that as it may, the Panel's 

approach to this issue, that other international law rules could be used in the sense of 

dictionaries, was perhaps not overly concerning for the Panel as, ultimately, it would have 

to revisit this issue in the context of the application of the Agreement on the Application of 

Sanitag and Phytosanitag Measure (SPS Agreement). The Panel's approach — restricting 

the availability of other treaties for interpretive purposes and then claiming that such 

treaties could be useful to discern the ordinary meaning of certain words — may have 

allowed it to avoid difficult questions about the influence that such rules exerted over 

interpretations of WTO rules. However, as the International Law Commission stated, 

such an approach seems like a rather 'contrived way of preventing the "clinical 

isolation'"8  of the WTO regime from other relevant international treaties. 

Another troubling aspect of the EC — Biotech decision, discussed in Chapter IV, was the 

Panel's consideration of the EC's biotech approval regime for GMOs under the 

provisions of the SPS Agreement. In relation to the application of the SPS Agreement to 

its approval regime, the EC had argued that the complexity and diversity of objectives of 

6 WTO Doc. WT/DS58/AB/R (1998) (Appellate Body Report) ('US — Shrimp'). 
7 Marrakesh Agreement Establishing the World Trade Organkation, opened for signature 15 April 

1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex IA (Agreement on the 
Application of Sanitag and Phytosanitag Measures) 1867 UNTS 493, ('SPS Agreement). 

8 International Law Commission (ILC), Fragmentation of International Law: Difficulties Arising from 
the Diversification and Expansion of International Law, (Report of the Study Group of the 
International Law Commission Finalized by Martti Koskenniemi) UN Doc, A/CN.4/L.682 
and Corr.1 and Add. 1 (13 April 2006) para 450. 
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its approval regime meant that it should be considered under not just the SPS 

Agreement, but also under the TBT Agreement. This argument required, as a preliminary 

consideration, an assessment of whether a single measure could indeed fall to be 

considered under more than one WTO agreement. The Panel answered this question 

affirmatively. However, it then went on to deny that the EC's approval regime should be 

examined under any other agreement other than the SPS Agreement. To arrive at this 

conclusion, the Panel employed its 'dictionary meaning' approach in relation to the 

interpretation of definitions in Annex A(1) of the SPS Agreement. This meant that the 

Panel could simply cherry-pick among those provisions in other international 

instruments that it found supportive of its position and disregard those it did not. 

The Panel's approach to this issue has implications for the scope of the application of the 

SPS Agreement and consequently the resolution of future WTO disputes. In order to 

'capture' the EC's approval regime entirely within the ambit of the definitions in the SPS 

Agreement, the Panel found that those definitions pertained to risks that arose indirectly 

from the product that was subject to the measure under examination. As long as there I 

was a 'rational relationship' between the product and the eventual risk, the measure could 

be considered under the SPS Agreement. The problem with the Panel's approachm 

however, is that it does not define the limits of this 'rational relationship', and, 

accordingly, it is possible to capture a wide range of measures under the definitions in the.1 

SPS Agreement. Measures such as trade-restricting environmental measures implemented 

pursuant to MEAs may now be challenged under the strict science-based disciplines of 

the SPS Agreement. Previously, such measures may have been challenged under the 

General Agreement on Tariffs and Trade (GATT) with its Article XX exceptions for 

measures that are 'necessary to protect human, animal plant life or health' or which relate 

to the 'conservation of exhaustible natural resources'. 10  Indeed, the Panel's expansive 

reading of the scope of application of the SPS Agreement raises further difficulties in this 

regard as it subverts the relationship of the WTO agreements, assigning a far greater role 

to the SPS Agreement than it previously held. The implications being that other WTO 

9 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), annex 1A (General Agreement on Tanffi 
and Trade) 1867 UNTS 190 ('GATT). 

10 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), annex 1A (General Agreement on Tariffs 
and Trade) 1867 UNTS 190, Articles XX(b) and (g). 
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agreements may be marginalised in dispute settlement proceedings as members seek to 

challenge measures under the more onerous provisions of the SPS Agreement. 

The International Law Commission argued in relation to the EC —Biotech Panel's 

treatment of other rules of international law that `[t]he panel buys what it calls the 

"consistency" of its interpretation of the NX/TO Treaty at the cost of the consistency of 

the multilateral treaty system as a whole.'11 To this, it could be added this consistency was 

subsequently sold for the price of political pragmatism under the SPS Agreement. 

While the Panel's decision in EC — Biotech, as argued, creates potential difficulties for the 

resolution of future WTO disputes, the question remains as to why the Panel was keen to 

confine the EC's approval regime for GMOs to the provisions of the SPS Agreement, 

and why it took such a myopic approach to the relevance of other rules of international 

law. Essentially, it is the contention of this thesis that the Panel in EC — Biotech adopted 

certain interpretations, particularly in regard to the relevance of rules of international law 

to the interpretation of the Wf 0 agreements and the scope of the application of the SPS 

Agreement, because it wished to avoid potential political pitfalls associated with some of 

the arguments made by the parties. That the Panel was alive to the contentious nature of 

the case before it was evident in the summary of its conclusions at the end of its 

unprecedentedly lengthy decision. The Panel specifically pointed out the issues that it did 

not decide: such as whether GMOs are safe or not; or whether they were like their non-

GM counterparts or not; or whether the EC's approval regime was consistent with its 

obligations under the WTO agreements. The Panel's emphasis on the fact that it had not 

decided these particular issues, although some of the arguments of the parties actually 

required it to do so, indicates that the Panel was keen to avoid these questions. 

The parties to the EC — Biotech dispute had in fact made arguments under both the 

GATT and the Agreement on Technical Barriers to Tradel 2  (TBT Agreement). The inquires 

that were required under either of these Agreements would have necessitated the Panel, 

at least implicitly, to have made findings on the very issues that the Panel stated it did not 

address. This was because examining the parties' claims under either of these Agreements 

11 International Law Commission, Fragmentation of International Law: Difficulties Arising from the 
Diversification and Expansion of International Law, (Report of the Study Group of the 
International Law Commission Finalized by Manti Koskenniemi), UN Doc, A/CN.4/L.682 
and Corr.1 and Add. 1 (13 April 2006) 227-228. 

12 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 
1994, 1867 UNTS 3 (entered into force 1 January 1995), Annex 1A (Agreement on Technical 
Barriers to Trade) 1868 UNTS 120 (7BT Agreement'). 
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would have normally required the Panel to consider whether GMOs were 'like' their 

non-genetically modified counterparts for the purpose of consideration under the WTO 

rules. Yet the Panel seems to go to some length to avoid making such an assessment. In 

fact, the Panel subverts the usual order of the considerations required under Article 111:4 

of the GATT to avoid having to consider whether GMOs and are like their more 

traditionally produced counterparts. 

Goh and Morgan argue that in relation to the nature of WTO disputes and their 

resolution by WTO adjudicators, 

[w]hile the WTO dispute settlement system can be characterised as a 

system of law, it remains a highly political one. WTO judicial bodies 

have shown a strong sensitivity to the political context in which they 

operate. This is reflected in a willingness to accommodate political 

considerations in dispute rulings, and to pursue pragmatic over strict 

legal outcomes. 13  

However, the authors warn that there is a limit to the role that such considerations can 

play within the WTO dispute settlement context. 

In this regard, this thesis has demonstrated that the Panel's reasoning in EC — Biotech 

perhaps crossed these limits in order to accommodate some of the politically challenging 

aspects of the dispute. In particular, its treatment of the scope of the application of the 

SPS Agreement may have ramifications for future WTO disputes, with WTO members 

being more willing to challenge trade-restricting measures under the science-based 

disciplines of the SPS Agreement. In turn, this may increase the potential for conflict 

between the WTO rules and the rules of MEAs as such agreements often employ trade-

restricting measures to achieve their objectives. This increased potential for conflict with 

other multilateral regimes may also result from the Panel's treatment of the relevance of 

other rules of international law to interpret WTO rules. In essence, the Panel's concern 

in EC — Biotech to arrive at a politically acceptable solution in the short term may have 

created more problems than it solves in the long term. 

13  Gavin Goh and David Morgan, 'Political Considerations and Pragmatic Outcomes in WTO 
Dispute Rulings' (2007) 30(2) University of New South Wales Lau) Journal 477, 502. 
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