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Abstract

There are few issues more controversial in the European Union than the use of genetically modified organisms (GMOs) in the food production chain. The original intent of the EU’s GM food regulations was to harmonize the discrepancies in Member States’ laws in order to facilitate the free flow of goods in the internal market and to establish producer-friendly lax standards, such as the absence of mandatory labeling provisions. The type of system constructed, however, was a stringent labeling scheme that has expanded significantly in scope and information requirements since its creation in 1997. The purpose of this paper is to analyze the regulation of labeling for genetically modified food in the European Union, focusing on the factors that led to the creation of the system, the reasons for its rapid expansion, and its implications for the international community as a whole.
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I. Introduction
Friends of the Earth Europe, an environmental group, toured Turkey for two months last year with a monster.  Specifically, a monster tomato demonized through the process of genetic modification (GM).  With its menacing eyes and sharp, snarling teeth, the unnaturally large tomato perfectly embodied the term that has long been used in Europe to describe foods that have been genetically modified: “Frankenfoods,” a reference to monstrous Frankenstein character. Friends of the Earth Europe’s depiction of the monster tomato reflects how the majority of Europeans feel about genetic engineering.  Most of them view GM foods as an aberration and are fiercely concerned about the potential dangers of consuming them.
Few issues are more controversial in the European Union than the use of genetically modified organisms (GMOs) in the food production chain.  Although there are many words to describe the process by which an organism is modified —genetic modification, genetic engineering, and recombinant-DNA technology, to name a few—the purpose remains the same: to alter the genetic material of organisms, such as plants, animals, and micro-organisms (i.e. bacteria), in such a way as to introduce novel traits that do not occur naturally.  There are numerous benefits to using recombinant-DNA technology.  It can increase the shelf life of a product or decrease its costs of production.  In addition, it can improve the taste of a food, increase its vitamin content, reduce the use of pesticides in its production or increase its yield. Debra Holland and Helen Pope, EU Food Law and Policy, The Hague, The Netherlands: Kluwer Law International, 2004, p. 111  Despite the advancements in the agri-food industry that have resulted from the use of genetic modification technologies, there has been a storm of controversy concerning such processes. The inability of science to adequately determine the risks posed by GM foods has calcified the positions on both sides of the issue.  Proponents of genetic engineering argue that the potential risks of GM technology are small and the benefits great—it can be used to reduce hunger, revolutionize agri-businesses, and provide better food options for consumers.  Contrarily, opponents contend that the lack of substantial scientific evidence about the dangers of GMOs should preclude their release into the environment.  They advocate for an extensive labeling regime for GM foods so that consumers can choose whether to expose themselves to the unknown risks of such products.
Concerns about GM food are the most pronounced in the European Union (EU).  Robert E. Evenson and Vittorio Santaniello, “Introduction: Consumer Acceptance of Genetically Modified Foods,” Consumer Acceptance of Genetically Modified Foods, Oxon, United Kingdom: CABI Publishing, 2004, p. xi  Although the EU has been grappling with how to manage biotechnological advancements since the 1970s, it was not until the early 1990s, that it began steps to regulate GMOs in food.  The original intent of the EU’s GM food regulations was to harmonize the discrepancies in Member States’ laws in order to facilitate the free flow of goods in the internal market and to establish producer-friendly lax standards, such as the absence of mandatory labeling provisions. Erika Meins, Politics and Public Outrage: Explaining Transatlantic and Intra-European Diversity of Regulations on Food Irradiation and Genetically Modified Food, London: Transaction Publishers, 2003, p. 141  The type of system constructed, however, was a stringent labeling scheme that has expanded significantly in scope and information requirements since its creation in 1997.
On April 14, 2004, the European Union’s newest regulations concerning GMO labeling and traceability came into effect.  Regulations EC 1829/2003 and 1830/2003 require all foodstuffs consisting of, containing, and produced from GMOs to be labeled, whether or not they contain DNA from genetic modification.   In order to assist regulators in ensuring the accuracy of the information on the label, and to facilitate product withdrawals in the case of a public health scare, such products must also be traceable.  The traceability provisions require all people who place the goods on the market to identify their suppliers and buyers of the products.  Those records must be maintained for at least 5 years from the date of each transaction.  The EU’s new regulations on the labeling of GM foods are the strictest in the world.
The genetic modification policies of the EU, one of the largest economies in the world, have huge ramifications for international trade, consumer choice, and the future of biotechnology in the agri-food industry.  The purpose of this paper is to analyze the labeling of genetically modified food in the European Union, focusing on the factors that led to the creation of the system, the reasons for its rapid expansion, and its implications for the international system as a whole.  This paper will also investigate the regulatory regime for GM foods at the international level.

II. Current GM Food Regulations
The current laws on genetically modified foods in the European Union are governed by Regulations (EC) 1829/2003 and 1830/2003, which came into force April 14, 2004.  The former provides rules for the deliberate release into the environment of genetically modified food and feed, whereas the latter concerns the labeling and traceability provisions for such products.  Although the debate on genetic modification in the European Union has many facets, this paper is primarily concerned with it as it relates to food.  In this section, all regulations cited are to Regulation (EC) 1829/2003, unless otherwise specified. 

A. Definition of a Genetically Modified Organism
Per Regulation (EC) 1829/2003, the term “genetically modified organism” is defined by Directive 2001/18/EC Directive 2001/18/EC of the European Parliament and of the Council of March 12, 2001 on the deliberate release into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC, 2001 O.J. (L 106) 1., which concerns the deliberate release of GMOs into the environment. (Article 2(5)).  Directive 2001/18/EC defines a GMO as “an organism, with the exception of human beings, in which the genetic material has been altered in a way that does not occur naturally by mating and/or natural recombination.” (Article 2(2)). The “natural recombination” distinction is important.  Foodstuffs such as cheese, wine, beer, and bread, which are prominently featured in many European cultures, are modified genetically through natural processes, such as through the fermentation of yeasts and the use of bacteria to make yogurt. For more information, see Raymond O’Rourke, European Food Law, Bembridge, Isle of Wight: Palladian Law Publishing (2d ed. 2001).  The definition of GMO is consistent with international standards, as contained in the Cartagena Protocol on Biosafety (CPB) of January 29, 2000. See also Lucia La Rosa-Ames, The European Union’s Laws on Genetically Modified Foods-Issues of Consistency with World Trade Organization Rules, Harvard Law School Library Collection, call no. KJE6778 .L32x 2003, (2003)  Food products that have been genetically modified through natural means are excluded from the current debate.

B. Techniques/Methods of Genetic Modification 
Within the definition for GMOs established in Directive 2001/18/EC, genetic modification is described as occurring through the use of at least one of the following techniques (Annex 1 A):

	Recombinant nucleic acid techniques involving the formation of new combinations of genetic material by the insertion of nucleic acid molecules produced by whatever means outside an organism, into any virus, bacterial plasmid or other vector system and their incorporation into a host organism in which they do not naturally occur but in which they are capable of continued propagation;


	Techniques involving the direct introduction into an organism of heritable material prepared outside the organism including micro-injection, macro-injection, and micro-encapsulation;


	Cell fusion (including protoplast fusion) or hybridization techniques where live cells with new combinations of heritable genetic material are formed through the fusion of two or more cells by means of methods that do not occur naturally.


Genetically modified organisms that are produced by one or more of the 
following techniques/methods are excluded from the Directive: in vitro fertilization; natural processes such as conjugation, transduction, and transformation; polyploidy induction; mutagenesis; and, cell fusion (including protoplast fusion) of plant cells or organisms that can exchange genetic material through traditional breeding methods. (Annex 1A Part 2 & Annex 1B)

C. Genetically Modified Food
	Regulation (EC) 1829/2003 defines GM food as any food containing, consisting of, or produced from GMOs. (Article 2(6)).  “Food” is defined according to the definition contained within Regulation (EC) 178/2002, which concerns the general requirements of EU food law and safety and establishes the European Food Safety Authority (EFSA).  (Article 2(1)).  Per Regulation (EC) 178/2002 Regulation (EC) 178/2002 of the European Parliament and of the Council, January 28, 2002, laying down the general principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in matters of food safety. 2002 O.J. (L 31) 1., food is: “any substance or product, whether processed, partially processed or unprocessed, intended to be, or reasonably expected to be ingested by humans.”  (Article 2).  It includes drink, chewing gum and any substance, including water, intentionally incorporated into the food during its manufacture, preparation, or treatment. (Article 2).  Although the definition of food may appear broad, there are several things it does not include, such as: feed; live animals (unless placed on the market for human consumption); plants prior to harvesting; medical products; cosmetics; and narcotics. (Article 2(a-g)).

D. Authorization of GM Food
	Genetically modified food intending to be sold on the European market must undergo a rigorous authorization procedure.  Member states are the first point of contact for the authorization process.  Applicants apply for authorization through the competent authority in the country where the product will first be marketed.  (Article 4(2)).  The Food Standards Agency in the United Kingdom is an example of such an authority.  
The application must be accompanied by certain relevant information, such as, where applicable, a detailed description of the method of production and manufacturing used and a copy of the studies that have been carried out that demonstrate that the food does not, per Article 5(3)(d) &(e): 

	Have adverse effects on human health, animal health, or the environment


	Mislead the consumer


	Differ from food that it is intended to replace to the extent that its normal consumption would be a nutritional disadvantage for the consumer 


Applications for foods containing or consisting of, but not produced from, GMOs are subject to additional requirements.  They must be accompanied by, per Article 5(a)-(b): 
	the technical dossier supplying the required information about the risk assessment or, when placing an authorized GMO on the market, a copy of the authorization decision


	a monitoring plan for environmental effects, which includes a proposal for how to deal with them


Upon receiving the application, the relevant Member state agency must alert the European Food Safety Authority to its filing and forward the form along with all supplementary materials.  (Article 5(2)(a)-(b)).  The EFSA is charged with giving an opinion on the application.  It then forwards all pertinent documents (the opinion, application, accompanying materials, etc.) to the Commission, all Member states, and the applicant.  (Article 7(6)).  Within three months of receiving the application, the Commission makes a draft decision with the assistance of the Standing Committee on the Food Chain and Animal Health.  (Article 7(1)).  To make the final decision, the Commission is assisted by a regulatory committee comprised of Council members.  (Article 9(6); Article 35(2); 1999/468/EC, Article (5)).  If the committee is unable to decide on the matter, the issue gets referred to the full Council, which has three months to make a decision.  If there is no Council decision, the Commission must authorize the GM food. (Article 8(8)).  Authorization lasts for 10 years and is renewable for additional 10 year periods. (Article 7(5)).

E. Labeling
	Regulations (EC) 1829/2003 and 1830/2003 require labeling for all foods containing, consisting of, or produced from genetically modified organisms, but their focus is different.  The former concerns food that is to be delivered to the final consumer or mass caterers, such as restaurants and hospitals. The term “mass caterers” is defined per Article 1 of Directive 2000/13/EC as “restaurants, hospitals, canteens, and other similar mass caterers.” 2000 O.J. (L 109) 29  The latter lays down the labeling requirements for operators selling GM packaged and non-pre packaged foods.  Operators, defined in Regulation (EC) 1830/2003, are natural or legal persons who either place a product on the market or receive a product that has been placed on the market at any stage in the production and distribution chain. (Article 3(5)).  Operators do not include final consumers.

1. Regulation (EC) 1829/2003
Regulation (EC) 1829/2003 requires genetically modified food that will be delivered to the final consumer or mass caterers to be labeled. (§2, Article 12(1)(a)-(b)).  The specific labeling requirements, which are established in §2, Article 13(1)(a)-(e), are the following:

	For foods containing more than one ingredient, the words “genetically modified” or “produced from genetically modified (name of the ingredient)” must appear in the list of ingredients in parenthesis immediately following the ingredient concerned;


	When the ingredient is designated by the name of a category, the words “contains genetically modified (name of organism)” or “contains (name of ingredient) produced from genetically modified (name of organism)” must appear in the list of ingredients;


	The words “genetically modified” or “produced from genetically modified (name of organism)” must appear clearly on the label when there is no list of ingredients; 


	The information in the first two bullet points may appear in a footnote to the list of ingredients.  In such a case, that information must be printed in a font of at least the same size as the list of ingredients;


	For non prepackaged food, and pre packaged food in containers too small to be labeled (defined as being smaller than 10 cm2), information about the presence of GMOs must be permanently and visibly displayed either on the food display or immediately next to it, or on the packing material. The font must be sufficiently large enough to be easily identified and read


There are additional labeling requirements for GM food enumerated in
Regulation (EC) 1829/2003.  Specifically, such products must disclose certain characteristics or properties, per Article 13(2)(a)-(b), when the food is different from its conventional counterpart or may give rise to ethical/religious concerns.  

2. Regulation (EC) 1830/2003
The labeling requirements for Regulation (EC) 1830/2003 mirror those for Regulation (EC) 1829/2003, but their objective is to set forth labeling requirements for operators placing GM food on the market.  Operators must ensure, per Article 4(B)(a)-(b), that pre-packaged and non-pre packaged products are labeled in the following manner:

	The words “This product contains genetically modified organisms” or “This product contains genetically modified [name of organism(s)]” must appear on the label for pre-packaged products consisting of or containing GMOs;


	The words “This product contains genetically modified organisms” or “This product contains genetically modified [name of organism(s)]” must appear on, or in connection with, the display of non-pre-packaged products offered to the final consumer


F. Traceability
	Traceability, outlined in Regulation (EC) 1830/2003, allows regulators to “trace” products through the production and distribution chains in order to: control and verify labeling claims; facilitate product withdrawal in the event of a public health scare; and, provide targeted monitoring of the potential health and environmental effects of the product. “Question & Answers on the Regulation of GMOs in the European Union,” Memo/05/104, March 22, 2005, found at: http://europa.eu.int/rapid/pressReleasesAction.do?reference=MEMO/05/104&format=HTML&aged=0&language=EN&guiLanguage=en, accessed April 24, 2004  There are different traceability requirements for products consisting of or containing GMOs and those produced from GMOs.

1. Consisting of or Containing GMOs
All operators involved in putting a product containing or consisting of GMOs on the market must ensure of its traceability.  Specifically, at each stage of placing such a product on the market, operators must transmit in writing to the operators receiving the product a statement that the good contains or consists of GMOs, along with the unique identifier(s) assigned to those GMOs. (Article 4(A)(1)-(2)).  The unique identifier is the numeric or alphanumeric code that identifies the GMO on the basis of the authorized process from which it was developed and provides the means to retrieve pertinent information about it. (Article 3(4)).  All operators must maintain records of the traceability information required, in addition to the names of the operators by whom and to whom the products had been made available, for a period of 5 years from the date of each transaction. (Article 4(A)(5)).

2. Produced from GMOs
	When operators place products produced from GMOs on the market, they must ensure that the following information is transmitted in writing to the receiving operator, per Article 5(1)(a)-(c):

	an indication of each of the food ingredients which is produced from GMOs;

	an indication of each of the feed materials or additives which is produced from GMOs;


	in the case of products for which no list of ingredients exists, an indication that the product is produced from GMOs


As with products containing or consisting of GMOs, all operators must 
maintain records of the traceability information required, in addition to the names of the operators by whom and to whom the products had been made available, for a period of 5 years from the date of each transaction. (Article 5(2)).

G. Exemptions from Labeling and Traceability
Conventional products, such as those created without the use of genetic engineering, may be accidentally contaminated by GMOs during harvesting, storage, transport, or processing. Id.  Regulation (EC) 1829/2003 lays out the possibilities for exemption from the labeling and traceability provisions for such products.  Specifically, non-GM products that contain an authorized GMO in a proportion no higher than .9% are exempt, provided the contamination was adventitious or technically unavoidable. (Article 12(2)).  
Products contaminated with a GMO that has received a favorable scientific assessment, but has not yet been formally authorized for sale in the European Union, may also be exempt from the provisions, but the threshold for adventitious contamination is lower, at .5%.  Four requirements must be met for exemption: adventitious presence; favorable opinion from the Community Scientific Committee or EFSA; no adverse decision regarding authorization; and, public availability of the detection methods.  If a product contains an unauthorized GMO at a level above .5%, it is prohibited to put it on the market.  Operators requesting exemption from the labeling and traceability requirements due to adventitious contamination, at both the .5% and .9% thresholds, are required to maintain evidence that demonstrates that they have taken appropriate steps to avoid the presence of GMOs in their products. (Articles 12(3) and 47(2)).

H. Penalties
	Although the legal consequences of non-compliance with the regulations are set by each Member state, Regulation (EC) 1829/2003 requires such penalties to be “effective, proportionate, and dissuasive.” (Article 45).  The United Kingdom’s proposed penalties provide a good example of how one Member state interprets the “effective, proportionate, and dissuasive” requirements of Article 45.  The following is a hierarchy of offenses and penalties proposed for England, as contained in the Final Regulatory Impact Assessment (RIA).  Only the offenses concerning GM food are listed: Final Regulatory Impact Assessment (RIA) for England, found at: http://www.food.gov.uk/foodindustry/regulation/ria/ria2004/gmria, Annex 2, accessed April 24, 2005  


Category
Proposed Offense
Proposed Penalty

Most Serious

Placing food on the market without, or in contravention of, an authorization under the GM Food and Feed Regulation


a) On conviction on indictment, imprisonment for up to 2 years, or a fine, or both

b) On summary conviction, imprisonment for up to 6 months, or a fine not exceeding level 5 on the standard scale (currently £5000)

Less Serious

Failure to comply with specified requirements, including labeling, in relation to food with an authorization under the GM Food and Feed Regulation

On summary conviction, imprisonment for up to 6 months, or a fine not exceeding level 5 on the standard scale (currently £5000), or both

Least Serious

Failure to keep and transmit appropriate records in relation to the requirements of the Traceability and Labeling Regulation

On summary conviction, imprisonment for up to 3 months, or a fine not exceeding level 5 on the standard scale (currently £5000), or both

III. Origins of the EU’s GM Food Labeling System
The EU’s labeling regime for genetically modified foods is the most stringent in the world.  Considering that the new regulations are so comprehensive, it is hard to imagine that the GM food labeling system was created just 8 years ago with the passage of the Novel Foods Regulation, a controversial piece of legislation that took 5 years to pass.  The European Commission first proposed the Novel Foods Regulation in 1992.  In the original proposal, there were no specific labeling provisions for foods that had been genetically modified.  Five years later, with the passage of the Novel Foods regulation, GM foods were subject to special labeling requirements, creating the system that has rapidly evolved into the stringent disclosure scheme Europe has today.  The purpose of this section is to analyze the factors that led to the creation of the GM food labeling system, focusing on the battle to pass the Novel Foods Regulation.

A. The Commission’s Original Legislation
In the early 1990s there was an appearance of a range of new raw materials, procedures, and technologies in the agri-food industry.  The divergent policies of Member states regarding such products influenced the Commission, the executive bureaucratic arm of the EU that possesses the sole right to initiate legislation for community matters but no power to pass them, to propose community regulation of “novel” foods in 1992.  Novel foods were new types of food or food ingredients that had not previously been used significantly for human consumption in the European Community.  The legislation had two main objectives.  One goal was to protect European consumers against the risks of novel foods by requiring pre-market assessments prior to their release into the European market, since there had been public concern about their safety. “New Food From Biotechnology and New Food Ingredients: The Commission is Proposing a European Regulation”, Commission press release P/92/40, July 8, 1992, Found at: http://europa.eu.int/rapid/pressReleasesAction.do?reference=P/92/40&format=HTML&aged=1&language=EN&guiLanguage=en, accessed April 24, 2005. The Commission’s other objective was to improve the functioning of the internal market by harmonizing national regulations.  Member States had conflicting laws on the regulation of novel foods, with a few countries even banning such products outright.  The discrepancies in the national laws threatened to hinder the free movement of goods and, thus, the success of the Single European market.
In the Commission’s original proposal, novel foods were subject to strenuous safety assessments and market authorization procedures, but there were no mandatory labeling provisions for GMOs.  The Commission had purposefully shied away from introducing a requirement to have a technology-focused labeling of foods containing or consisting of GMOs because it believed that such provisions tended to stigmatize the product while providing little useful information to the consumer.” “More Amendments for Food Law,” Biotechnology Business News, January 14, 1994  Despite those beliefs, however, the Commission reserved the right to mandate labeling on a case-by-case basis. Meins, p. 121 In addition to the absence of mandatory labeling provisions, only GMOs substantially different from their natural counterparts were considered “novel” and, thus, regulated.  For example, there would have been no regulation of a sugar obtained from a genetically modified beet because it would not have been considered substantially different from natural beet sugar.

B. The Council’s and the European Parliament’s Amendments
In 1993, the Commission’s proposal was sent to the Council, which represents the Member states, for adoption.  A two-year battle, focused on mandatory labeling for all GMOs, erupted.  Countries with a high awareness for consumer and environmental issues, such as Denmark, wanted all genetically-modified ingredients to be listed on product labels.  Other Member States, such as Greece, supported the Commission’s original proposal.  The Commission, contending that the labeling requirements advocated by Denmark and similarly minded states would present serious technical problems, argued that it was impossible to discern the difference between GM foods and their natural equivalents. “Novel Foods: Talks on Novel Foods Blocked In Council,” European Report, Section IV, No. 1933, March 12, 1994  The Commission also argued, along with its supporters in the Council, that systematic labeling would “knock consumer confidence in food products, even those shown to be perfectly safe by scientific testing and the marketing authorization procedure.”  “Novel Foods: Member States Make Progress Towards a Common Position,” Agri Service International Newsletter, No, 397, June 10, 1994  The common position eventually adopted by the Council, despite the opposition of Denmark and three other Member States (Germany, Sweden, and Austria), made the labeling of a GM food required only when the product’s authorization for sale in the internal market was contested in the Council or Commission. Meins, p. 122
With a common position reached in the Council, the European Parliament, directly elected by and representing EU citizens, received the text.  From the beginning, the EP was subject to an intense campaign by consumer and environmental groups to amend the regulation to allow for mandatory labeling of all genetically modified foods.  A German watchdog group, Verbraucherzentrale Hessen (VZH), for example, targeted 300 Members of Parliament (MEPs) whom they felt had “demonstrated inconsistent behavior in previous votes on genetic engineering” and distributed 30,000 postcards which citizens were asked to sign and forward to MEPs to ask for a high level of transparency for genetically engineered food. “Germany Lobbies EU on Novel Food,” Biotechnology Business News, January 17, 1996  Consumer groups, such as the European Consumers’ Organisation (known by its French acronym, BEUC), one of the largest in Europe, vigorously lobbied for labeling of any and all changes brought about in a foodstuff through gene technology. “Novel Foods: EU Consumer Organisation Wants Full Labelling for GMOs,” Europe Environment, No. 469, January 23, 1996.   
The high level of activity demonstrated by consumer groups was supplemented by the efforts of Socialist and Green party MEPs, who also wanted stringent labeling requirements for all food products with genetically-modified ingredients, even when the genetic changes were too minute to be detectable. “Euro-MPs Tone Down Strict Demands on Novel Foods,” Agri Service International Newsletter, No. 436, March 16, 1996  They argued that consumers had a right to an adequate level of information concerning their food and that circumventing notification of the fact that a product was manufactured using genetic modification technologies would be misleading. Id.  Given the concerns of MEPs, and their constituents, regarding GM foods, it is not surprising that the Parliament amended the Council’s position to require all genetically modified foods to be labeled. Due to the Parliament’s amendments, and the inability of the Council to agree to approve those changes, the issue moved to the Conciliation Committee, where the final version of the regulation was crafted through intense negotiations between select MEPs and Council members.

C. Final Text of the Novel Foods Regulation (as it pertains to GM foods) Regulation (EC) 258/97 of the European Parliament and of the Council, January 27, 1997, concerning novel foods and novel food ingredients, 1997 O.J. (L 43) 1.
	In the final text, the Novel Foods regulation applied to foods and food ingredients containing, consisting of, and produced from genetically modified organisms that had not been used for human consumption to a significant degree within the European Community. (Article 1(a)-(b)).  Food additives, flavorings, and extraction solvents, even those that had been genetically modified, were explicitly exempt.  (Article 2(1)(a)-(c)).  Food and food ingredients that had been placed on the market prior to the implementation of the legislation were also exempt.

1. Authorization Procedure
Applicants seeking authorization to sell novel foods in the Community had to submit a request to the Member state in which the product was to be marketed. (Article 4(1)).  Where the food in question contained or consisted of a GMO, additional information (from what was required in the application) was needed.  Per Article 9(1), those additional requirements were: 

	a copy of the written consent from the competent authority concerning the deliberate release of the genetically modified organisms, together with the results of the release(s) with respect to any risk to human health and the environment;


	the complete technical dossier supplying the environmental risk assessment, the results of any studies carried out for the purposes of research and development or, where appropriate, the decision authorizing the product’s placement on the market


The Member state, in turn, was required to alert the Commission and the other Member states to give them time to comment. (Article 6(4)).  Following that process, the Member state would either inform the applicant that he or she was authorized to place the food on the market (when there was no reasoned objection made by other Member states) or that an additional assessment was needed.  (Article 4(2)).  Only food and food ingredients not presenting a danger to, or misleading, the consumer could be authorized (Article 3(1)).
The Commission and the Standing Committee for Foodstuffs, comprised of Member state representatives, were charged with evaluating the additional assessment. (Article 13(1)).  The Commission had to either adopt the measures envisaged, if in accordance with the Standing Committee for Foodstuffs, or submit a proposal to the Council listing the measures that should be taken.  (Article 13 (4)(b)).  If the Council did not decide on the matter within 3 months, the proposed measures were adopted by the Commission. (Article 13 (4)(b)).

2. Labeling
All novel foods had to be labeled when any characteristic rendered them no longer equivalent to an existing product (Article 8(1)(a)) or if they contained material not present in an existing food that may have had implications for certain sections of the population due to health (i.e. potential allergies) or ethical concerns. (Article 8(1)(b-c)).  Genetically modified foods and food ingredients were subject to additional labeling requirements.  Specifically, consumers had to be made aware of the presence of GMOs in such products. (Article 8(1)(d)).  There was no guidance on how to apply the basic labeling requirements, nor any provisions as to what information should be included on the label. O’Rourke, p. 163 

3. Member States
	Member states had the prerogative to temporarily restrict or suspend the trade in and use of novel food in their territory when they had detailed grounds for believing the product in question endangered human health or the environment. (Article 12).

IV. The Push for Better Transparency: Expansion in the Regulations
	Considering that it took 5 years to get the novel foods regulation passed, primarily due to the controversy surrounding GMOs, it is remarkable that the EU first expanded the GM food labeling scheme less than one year after that law came into effect.  Several additional expansions followed, rapidly broadening the scope of the system and the quality of the information provided.  This section will explore the development of the GM food labeling laws following the passage of the Novel Foods Regulation.

A. The Politics of Genetically Modified Soya and Maize
Under the Novel Foods Regulation, products that were authorized by the Commission prior to the regulation’s entry into force on May 15, 1997 were not considered “novel,” and, as such, were exempt from the provisions.  Two GM products, soya and maize, had been approved for sale in the internal market on April 3, 1996 and January 23, 1997, respectively.  Their exemption from the GM labeling requirements in the Novel Foods Regulation sparked a row of controversy in Europe, both within Member states and in the European Union institutions. 
In response to the loophole that allowed GM maize & soya to escape labeling, Austria, Luxembourg, and Italy implemented a ban of such products.  Other Member states followed suit, instituting stricter labeling schemes than what had existed at the community level.  Those actions endangered efforts to harmonize Member States’ policies and improve the functioning of the internal market.  The Commission feared that such unilateral actions would confuse consumers about GMOs, since GM food regulations would vary depending on their country of residence. Neil Buckley, “EU Wants Labels for Genetically Modified Foodstuffs,” Financial Times, p. 1, August 4, 1997  

B.. Compulsory Labeling of GM Soya and Maize in 1998 Council Regulation (EC) No 1139/98 of May 26, 1998 concerning the compulsory indication of the labeling of certain foodstuffs produced from genetically modified organisms or particulars other than those provided for in Directive 79/112/EEC. 1998 O.J. (L 159) 4.  The specific GM maize targeted in this regulation was Bt-corn, while the soya was Roundup Ready soybean. 
In response to the consternation regarding the absence of labeling provisions for GM soya and maize, Regulation (EC) 1139/98 was passed.  It set additional specific labeling requirements for GM soya and maize when they contain protein or DNA resulting from genetic engineering.  If they did not contain protein or DNA, even though they might have been created through genetic modification techniques, they were exempt from the additional specific labeling requirements. (Article 2(2)).  The regulation applied to foods and food ingredients delivered to the final consumer that were produced from or contained genetically modified soya beans or maize. (Article 1(1)).  Thus, the following products would have required labeling if they contained GM maize or soya: maize starch; soy flour; corn oil; soy lecithin; and soy oil. As with the Novel Foods Regulation, food additives, flavorings for use in foodstuffs, and extraction solvents were exempt. (Article 1(2)). 
Unlike the Novel Foods Regulation, labeling requirements for Regulation (EC) 1139/98 were explicit.  Specifically, it stipulated the presence of the words “produced from genetically modified soya” or “produced from genetically modified maize” either in the list of ingredients or displayed in the footnote to the list of ingredients, related by means of an asterik (*). (Article 2(3)(a)).  In either case, the typeface of the words had to be of at least the same size as the list of ingredients itself.  If there was no list of ingredients, the words had to appear clearly on the label. (Article 2(3)(b)).  When the ingredient was designated by the name of a category, the words “contains. . .(*) produced from genetically modified soya/genetically modified maize” had to be included.  (Article 2(3)(c)).  Last but not least, when an ingredient of a compound ingredient was produced from genetically modified soya or maize, such information had to be mentioned on the labeling of the final product, with the wording set out in Article 2(3)(b). (Article 2(3)(d)).

C. An Introduction to the Moratorium
The political impediments to harmonizing Member States’ GM food policies for the advancement of the internal market did not improve following the passage of the 1998 regulation concerning GM maize and soya.  Prompted by the overwhelming level of public distrust of GM foods, 5 Member States—Denmark, France, Greece, Italy, and Luxembourg—vowed to block any additional GM crop approvals until more stringent labeling regulations and traceability provisions were instituted at the community level. Michael Smith, “EU Ministers Want Tighter Controls, Genetically Modified Food Biotechnology Companies Warn of Economic Cost,” Financial Times, p. 5, June 26, 1999.  Three other nations—Austria, Belgium, and Germany—followed suit.  Certain countries, like Austria, also instituted national bans of GM foods, even on those products that had previously been approved at the community level.  In response to the Member states’ actions, the Commission instituted a de facto moratorium on the authorization of new GM crops in 1998.  Regulation (EC) 49/2000, and the successive laws, represent the Commission’s attempts to restart the authorization process and encourage the end of the national bans by instituting more stringent labeling requirements for GM foods.

D. Labeling of GM Foods for Mass Caterers and the 1% de minimus Threshold (2000) Commission Regulation No. 49/2000 of January 10, 2000 amending Council Regulation (EC) No 1139/98 concerning the compulsory indication on the labeling of certain foodstuffs produced from genetically modified organisms of particulars other than those provided for in Directive 79/112/EEC. 2000 O.J. (L 6) 13
	Regulation (EC) 49/2000 was an amendment to the 1998 regulation requiring labeling for food products containing genetically modified maize and soya, changing it in two important ways.  First, it broadened the scope of the food and food ingredients covered to include those products delivered to mass caterers, such as hospitals and canteens. The previous regulation had only concerned food and food ingredients to be delivered to the final consumer.  
In addition, Regulation (EC) 49/2000 established a 1% de minimus threshold for adventitious contamination.  Food and food ingredients containing no higher than 1% of GMO material were exempt from labeling as long as the contamination was adventitious. (Article 1(2)(b)).  In order to establish adventitious contamination, the person placing the product on the market had to be in a position to supply evidence to satisfy authorities that they had taken appropriate steps to avoid using genetically modified organisms. (Article 1(2)(b)). Since there was no community enforcement mechanism for determining adventitious contamination, Member states determined the extent to which contamination was accidental.

E. Labeling of GM Additives and Flavorings Commission Regulation No 50/2000 of January 10, 2000 on the labeling of foodstuffs and food ingredients containing additives and flavorings that have been genetically modified or have been produced from genetically modified organisms. 2000 O.J. (L 6) 15
	Regulation 50/2000, passed concurrently with 49/2000, extended the scope of the Novel Foods Regulation to mandate the labeling of additives and flavorings when they were no longer equivalent to existing products, may have affected the health of certain sections of the population, gave rise to ethical concerns, or contained GMOs.  There were additional specific labeling requirements for additives and flavorings containing GMOs.  When the product was deemed no longer equivalent to existing additives or flavorings, the disclosure required mirrored that of the 1998 Regulation concerning GM maize and soya products: the words “produced from genetically modified . . .” had to appear either in the list of ingredients in parentheses immediately after the indication of the material in question or prominently displayed in a footnote to the list of ingredients in a font that was at least the same size as the list of ingredients.  For specific foodstuffs that contained no list of ingredients, the wording had to appear clearly on the label. (Article 4(1)).  When there was the presence of an additive that was or contained a genetically modified organism, the following was required: the words “genetically modified” had to appear either in the list of ingredients following the material in question or prominently displayed in the footnote to the list of ingredients, linked by an asterisk, in a font that was at least the same size as the list of ingredients. (Article 4(2)).

V. The System’s Rapid Expansion
The speed with which the EU’s GM food labeling scheme has expanded is remarkable.  When the Novel Foods Regulation was passed in 1997, foods or food ingredients which contain/consist of genetically modified organisms or were produced from GMOs, were subject to additional specific labeling requirements, which were not defined.  Genetically modified food additives and flavorings were explicitly exempt as were all products containing, consisting of, or produced from a GMO previously authorized for sale in the European Union.  There were no guidelines for Member States on how to implement the new measures, nor any de minimus threshold for adventitious contamination.
There is a stark difference between the GM food labeling requirements in the 1997 Novel Foods Regulation and the current labeling and traceability provisions.  In the most recent regulation, labeling applies to all stages of the placing on the market of GM foods.  A record of written documents, which are required to be kept for 5 years, must be given to subsequent parties receiving the goods in order to notify them of the presence of GMOs in the product.  Although there are exemptions from the provisions, the thresholds are so low as to barely be existent.  Member states are held responsible for implementing the regulations and establishing penalties for non-compliance.
	Although it is interesting to note how the EU’s GM food labeling scheme has grown through time, the fascinating story about this scheme is why it has evolved the way it has.
A. The Role of Precaution
Since the mid 1980s, the European Union has taken a precautionary, risk-averse, approach to its regulations concerning biotechnology. See Marjoleine Hennis, New Transatlantic Conflicts: American and European Food Policies Compared, EUI Working Paper RSC No. 2002/1, San Domenico, Italy: European University Institute, 2002; Lee Ann Patterson and Timothy E. Josling, Regulating Biotechnology: Comparing EU and US Approaches, European Policy Paper No. 8, Center for West European Studies, University of Pittsburgh, May 2002; David Vogel, Ships Passing in the Night: The Changing Politics of Risk Regulation in Europe and the United States, EUI Working Paper RSC No. 2001/16, San Domenico, Italy: European University Institute, 2001; Alasdair R. Young, Trading Up or Trading Blows? US Politics and Transatlantic Trade in Genetically Modified Food, EUI Working Paper RSC No. 2001/30, San Domenico, Italy: European University Institute, 2001.  Despite the absence of scientific proof that GM crops are harmful to humans and the environment, Patterson, p. 17; Meins pp. 107-109; There are three risks associated with genetically modified foods that have been articulated by the scientific community, although the level of risk is still uncertain: food safety, food allergies, and antibiotic resistance.  See O’Rourke, p.151. the inability of science to determine a level of risk associated with GMOs has influenced the European Union to use the precautionary principle as a “structured approach to the analysis of risk.” “Commission Adopts Communication on Precautionary Principle,” European Commission Press Release, February 2, 2000, Found at: http://europa.eu.int/rapid/pressReleasesAction.do?reference=IP/00/96&format=HTML&aged=0&language=EN&guiLanguage=en  The principle, accepted internationally as a defensive tool for governments in the face of unknown technological risks yet lacking a global standard for its acceptable use, is mentioned in the 1992 Treaty of Maastricht, Also known as the Treaty of the European Union (TEU) which established the European Union.  In the text, however, it is solely prescribed as a basis for European environmental law and has no definition: 

Community policy on the environment shall aim at a high level of protection taking into account the diversity of situations in the various regions of the Community.  It shall be based on the precautionary principle [italics added] and on the principles that preventive action should be taken, that environmental damage should as a priority be rectified at source and that the polluter should pay.” Treaty on European Union, 1992 O.J. (C 191) §130(r)(2).

As the prevalence of GM technology in food production has increased, the application of the precautionary principle has broadened to encompass non-environmental matters, such as the protection of human health from the uncertain risks of GM food.  Recognizing the expansion of the precautionary principle to engulf the uncertain dangers posed by GMOs, the Commission published a communication in February 2000 to establish guidelines for its use.  In the document, two conditions are listed as being necessary for precautionary measures to be deemed reasonable: 1) the potentially negative effects resulting from a phenomenon, product or process have been identified; 2) the scientific evaluation of the risk in question is uncertain based on the insufficiency of the data, their inconclusiveness, or imprecise nature. European Commission, Communication from the Commission on the Precautionary Principle, COM (2000) 1, 2000, p. 15  When faced with such a dilemma, the best response for the decision maker might be “not to act or at least not to introduce a binding legal measure.” Id., p. 4  When action is required, however, precautionary measures should be, among other things: proportional to the level of protection chosen; non-discriminatory in their application; consistent with similar measures previously taken; based on a benefits/costs analysis; and, subject to review, in light of scientific data.  Id., p. 3
The EU’s stance on the precautionary principle, and its use in the management of uncertain biotechnical dangers, mandates the adoption of risk-averse policies that discredit scientific assessments.  Although precautionary measures are married to science, insofar as a scientific assessment of the potential dangers is essential to the risk evaluation, they legitimate the politicization of regulatory decision-making and simultaneously increase public expectations of science while assuming that scientific findings cannot be trusted. Vogel, p. 29  In using the precautionary principle for biotechnology, European policymakers do not seek to exercise their right of no action until zero risk is proven by science; rather, precautionary measures influence an evaluation of socially acceptable risk levels and the amount of risk that should be avoided. La Rosa-Ames, p. 30  In determining the proper level of acceptable risk, regulators rely heavily on public opinion.  Thus, precautionary measures are more likely to be applied when the public is knowledgeably risk averse, protecting policymakers from scrutiny as much as the public from the perception of exposure to harm. Vogel, p. 29


VI. Additional Factors in the System’s Expansion
	There are several additional factors that help explain the rapid evolution of Europe’s labeling system for genetically modified foods.  The most influential are public pressure and the moratorium.  It is important to note that although these factors are listed and explained separately, they are not mutually exclusive.  The public’s low confidence in regulators’ ability to protect them from the potential risks of GM foods led to vociferous calls for labeling.  Such action influenced Member states to support the moratorium, where they refused to authorize new GM products without a more stringent labeling system in place.  Thus, it is the confluence of both factors that best explain how Europe created the world’s most stringent GM food labeling regime within less than a decade of passing the 1997 Novel Foods Regulation.

A. Public Pressure
	The public’s aversion to genetically modified foods has complemented, and even influenced, Europe’s precautionary approach to GM food regulation.  Although there is disagreement among scholars as to the origins of the public’s hostility toward GM foods, which crystallized in the middle of the 1990s as the first GM crops were being harvested and authorized for sale in the European Union, there is little contention when it comes to recognizing the important role public opposition has played in the rapid evolution of the EU’s stringent labeling scheme for such products.
  
1. Lack of Political Trust
When GM soya and maize were approved in 1996 and 1997, respectively, there was a substantial rise in public outrage against GMOs and a corresponding decrease in confidence in such products.  Between 1996 and 1999, alone, there were declines in national support for GM foods in every EU member state: 

National changes in support of GM food 1996-1999
	
EU Member State

Austria
Belgium
Denmark
Finland
France
Germany
Greece
Ireland
Italy
Luxembourg
Holland
Portugal
Spain
Sweden
United Kingdom
1996

31
72
43
77
54
56
49
73
61
56
78
72
80
42
67
1999

30
47
35
69
35
49
19
56
49
30
75
55
70
41
47
Source: adapted from Toke 2004, Table 5.1 p. 176

Most scholars agree that food scares, and specifically, the failure of food safety regulators to sufficiently protect the public from such disasters, have greatly impacted European citizens’ attitudes about GM foods.    The Bovine Spongiform Encephalopathy (“BSE” or mad cow disease) crisis, in particular, had a profound impact on the public’s hostility toward GM foods. As David Vogel writes:

In the case of [mad cow disease], an industrial food production technology which scientific experts had assured the public was safe turned out to have serious long-term averse health effects—effects which no scientists had predicted and which whose magnitude and links to particular patterns of food consumption and animal husbandry are still not fully understood.  If the experts were wrong about the safety of meat produced by cows who had been [fed] farines, might they also be mistaken in their appraisal of the safety of food produced with yet another even more novel and unproven food production technology?  Moreover, in both cases, efforts to improve agricultural productivity appeared to provide consumers with no benefits, only increased risks. Mad cow thus helped put the issue of food safety, and its links to methods of food production, at the forefront of European public consciousness.  In doing so, it made public acceptance of food produced from GMOs much more problematic. Id., p. 26

BSE is a slowly progressive, degenerative, fatal disease that affects the central nervous system of adult cattle.  When it was first detected in the United Kingdom in 1982, the British Ministry of Agriculture assured the public that the disease posed no danger to humans.  Despite the growth in the public’s concern about eating the meat of BSE diseased cattle, the British government continued to deny the existence of associated human health risks.  Those assertions were accepted by the European Commission, which failed to place any restrictions on the sale of British beef to other Member states. Id., p. 24  
The crisis erupted in 1996, when the British government announced 10 cases of Creutzfeld-Jakob disease—a disease similar to BSE that affects humans and is believed to be caused by eating the contaminated meat of BSE infected cattle.  In response to that announcement, the European Commission issued a global ban on the export of British beef and mandated the destruction of hundreds of cattle in the UK and in other member states.  Its actions, however, were too late.  The Commission’s tardiness in recognizing the dangers of mad cow disease for humans undermined the public’s trust in food safety regulators. Id.
According to Vogel, “it is impossible to exaggerate the significance of the regulatory failure associated with BSE on the attitude of the European public toward GM foods.” Id.  In the United Kingdom, for example, the unfavorable press coverage of biotechnology substantially increased following the outbreak of Creutzfeld-Jakob disease in 1996, influencing an 11% jump in the percentage of residents strongly opposed to genetically modified foods from 1996 to 1998, alone. Id.  The UK’s experience was not unique, for citizens in all Member States became more sensitive to GM foods and wary of government attempts to ensure them of their safety. Id.

B. The Role of Activist Groups
The role of activist groups in expanding the GM food labeling system cannot be overstated.  Since the beginning of the controversy, the majority of environmental and consumer groups have advocated for a stringent labeling regime for such products. Meins p. 129  One of their major successes has been in framing the issue as one involving rights. Specifically, consumers have a right to know about the presence of genetically modified ingredients in their food so that they can make informed choices about such products.  That right confers a duty on regulators and agri-businesses to provide that information.
Activist groups have succeeded in getting government officials to acknowledge consumers’ right to information about the presence of GMOs in their food.  David Byrne, Commissioner for Health and Consumer Protection from 1999-2004, discussed that right at length during his term.  In a 2001 article in Die Union, the Austrian version of the European Commission magazine, Byrne writes:

"I can choose ... whether or not to buy food produced from a GMO." That is the choice I want to give consumers throughout Europe. When you don't know what you are buying, of course you may be concerned.  Fear of the unknown is a most natural human reaction.  I understand that perfectly. That is the message consumers in the EU have given me.  That is the message national EU governments have given me. European and national consumer representatives have also clearly spelled out these concerns to me. Consumers are entitled to basic information . . .  I am determined to follow through on this important watershed in terms of the development of consumer law . . . My aim is to provide assurance for consumers that any product placed on the market is safe. After that it is for consumers to decide if they want to buy it or not. Labelling allows consumers to make that choice. Die Union 3/2001, Magazine of the European Commission, Representation in Austria, Autumn 2001, http://europa.eu.int/comm/archives/commission_1999_2004/byrne/articles/dieunion-08-01_en.htm 

European consumers not only recognize their right to information, they demand it to be protected.  The majority of citizens in all member states think that the presence of genetically modified organisms should always be indicated on the label.  They agree with that proposition even in the case of doubt about the presence of GMOs in a product: 

Public Support of GMO LabelingEurobarometer 49, The Security of Food Products.  (Translation from French are the author’s) 
Responses to: “The presence of genetically modified organisms should always be indicated on the label”


Agree
Disagree
Do not know
Belgium
87
4
9
Denmark
90
5
5
Germany
88
5
7
Greece
84
2
14
Spain
84
2
14
France
92
4
4
Ireland
81
3
16
Italy
85
4
11
Luxembourg
89
7
4
Holland
85
10
5
Austria
88
6
6
Portugal
69
3
28
Finland
86
7
8
Sweden
90
5
5
United Kingdom
84
5
11
European Union (all)
86
4
10



Responses to: “In case of doubt, the label should always indicate ‘this product may contain genetically modified organisms.”


Agree
Disagree
Do not know
Belgium
85
7
8
Denmark
85
10
5
Germany
82
9
9
Greece
77
4
20
Spain
81
3
16
France
88
5
7
Ireland
81
2
17
Italy
82
6
12
Luxembourg
89
8
3
Holland
82
13
5
Austria
87
5
8
Portugal
69
3
29
Finland
83
10
8
Sweden
86
8
7
United Kingdom
84
4
12
European Union (all)
83
6
11


 	As citizens have rejected genetically modified foods, activist groups have successfully fed off that outrage to strengthen their political clout on the issue. Using the controversy to mobilize members and the wider public against GMOs, they have significantly increased the intensity of the anti-GMO campaign.  Although most European environmental and consumer groups abhor genetic engineering in food products, few advocate banning such products outright.  Instead, the majority of such groups focus on promoting the consumer’s right to information.  That approach has been successful for a variety of reasons.  For one, it is hard to argue against a right to information when economic transactions are involved.  Basic economic theory teaches that information makes markets better.  With information, parties are better able to determine the economic value of goods, for themselves, and alter their behavior accordingly in an effort to capture the most surplus.  If consumers do not want genetically modified foods, but there are no labels for such products, the market may fail them because they may be unable to make informed choices. 

C. The Moratorium/National Bans
	It is hard to pinpoint a precise time when the de facto moratorium began.  Some scholars point to 1998, when the last GM crop (before the moratorium) was approved.  Others reference to 1999.  That is when Denmark, Greece, France, Italy, and Luxembourg declared their intention to maintain the suspension of new GMO authorizations until the European Commission proposed legislation ensuring the labeling and traceability for GM food at every stage of their placement on the market. Regardless of the exact year of commencement for the moratorium, there is no question that the EU’s desire to lift it greatly impacted the expansion of the food-labeling regime.
The EU was motivated to end the moratorium partly because it worsened trade relations with several important partners, particularly the United States.  Regulatory Impact Assessment, England, p. 6  The US is the largest agricultural commodity exporter and GM crops producer in the world.  In 2002 alone, it grew more than 35 out of the 58 million hectares of GM crops cultivated worldwide. “European Commission regrets US decision to file WTO case on GMOs as misguided and unnecessary” Commission document. Reference: IP/03/681; 5/13/2003   
	With a view toward lifting the moratorium and raising the level of public confidence in regulations concerning genetic engineering, the European Commission proposed its traceability and labeling provisions in 2001. Final Regulatory Impact Assessment, England, p. 6  Despite the introduction of the stringent regulations for the labeling and traceability of GM food, Member states refused to lift the moratorium.  In response to the prolonged period of stalled authorizations, the US officially filed a complaint with the WTO in 2003 requesting intergovernmental pressure on the EU to lift its moratorium.
On May 19, 2004, less than one month after the traceability and labeling regulations came into effect, the moratorium was finally lifted when the EU authorized the sale of a new genetically modified sweet corn variety.  It was not, however, a complete success for the EU, nor a clear end to the moratorium.  Recognizing that an authorization of the product would end the moratorium, France, Portugal, Austria, Luxembourg, Greece, and Denmark, opposed lifting the ban. Stephen Castle, “Europe Allows GM sweetcorn amid Fears of a US Trade War,” The Independent (London), May, 2004, found at: http://www.findarticles.com/p/articles/mi_qn4158/is_200405/ai_n12778842, accessed April 24, 2005  Italy, the UK, Holland, Ireland, Sweden and Finland were in favor of such action, while Spain, Belgium, and Germany abstained. Id.  The tie in the Council required the Commission to approve the authorization.  That the Commission had to do so underscores how much farther the EU has to go before this issue is resolved.

VII. The Effects of Transparency on International Trade: Ramifications for the World at Large
	When labeling was first suggested for foods that had been genetically modified, the European Commission argued against such action on the grounds that it would stigmatize the products while providing little useful information to the consumer.  Now that this paper has explored the growth of the EU’s GM food labeling regime and investigated why it has evolved so rapidly, it is important to look at the ramifications of the system for the world at large.

A. Continuing Tensions with the US
The European Union’s labeling scheme, particularly the most recent regulations, has maintained the escalated level of tension in the continent’s trade relationship with the United States as it concerns GM foods.  The US is fiercely opposed to GM food labeling, arguing that it functions as a safety warning against GMOs, misleads consumers and creates unfair obstacles to trade.Robert Paarlberg, The Contested Governance of GM Foods: Implications for U.S.-EU Trade and the Developing World, Paper No. 02-04, Weatherhead Center for International Affairs, Working Paper Series, July 2002, p. 3  It wants scientific evidence of risk from GMOs to be a strict requirement for any import-blocking action or mandatory GM labeling scheme. Id.
	The EU’s labeling and traceability regulations are harmful to US interests. The US grows the majority of GM crops in the world, and virtually all of its exports of soybeans (and soybean products) and corn (and corn products) are genetically engineered. Id.  With European consumers able to differentiate between GM and GM free products, American genetically engineered foods would not fare well in the EU.  European consumers have been vociferous in their rejection of such products.  Even if they wanted to buy GM food, they would be hard pressed to find any available for sale.  Given the high amount of European public concern regarding genetic modification, many supermarkets and stores in Europe refuse to stock such foods for fear that doing so would be bad for their public image. Elisabeth Rosenthal, “Europe is United: No Bioengineered Food,” International Herald Tribune, October 6, 2004 (printed from www.checkbiotech.org)
	The United States has threatened to file a WTO challenge against the European Union because of its GM food labeling and traceability regulations, which would further escalate bilateral tensions.  It would also most likely prove fruitless.  The concerns of European consumers about GMOs have been represented directly by the European Parliament, which shares legislative power with the Council in areas such as consumer protection and public health.  Given that political reality, the EU would be unable to change its regulations without severe domestic consequences, and thus would be discouraged from doing so, regardless of the outcome of a WTO ruling. Paarlberg, p. 34

B. The Politics of Poor Countries and GMOs
GM food labeling is becoming more of a global concern, and countries in development have joined the fray of the debate. Patterson, p. 17  Labeling regulations have discouraged poor countries from growing GM crops.  Although there are numerous challenges to developing sustainable GM crop industries in poor countries, such as inappropriate technologies and high seed costs, such nations are increasingly shying away from agricultural genetic engineering for fear of lost commodity export sales to the industrial world (primarily the EU) due to low allowances for adventitious contamination, onerous labeling laws, and prejudicial trade and regulatory policies toward GM products. Paarlberg, p. 2  Beyond refusing to grow GM crops, some poor nations have even refused GM grains for fear they will contaminate their other crops.  Zimbabwe in 2002, for example, refused a donation of 10,000 tons of US corn, despite the fact that it faced a severe food shortage.  Id., p. 7
VIII. The International GMO Regime
Although there is currently no specific global regulatory system in place for the international trade of genetically modified foods, there are several organizations developing protocols for such activities. WHO’s 20 Questions on Genetically Modified Food,  (Question 11) http://www.who.int/foodsafety/publications/biotech/20questions/en/  The primary three are: the World Trade Organization (WTO), which has traditionally set international trade rules; the Cartagena Biosafety Protocol (BP), an international agreement specifically negotiated in 2000 to cover trans-boundary movements of living GMOs (LMOs); and, the Codex Alimentarius Commission, responsible for providing technical judgments on food safety issues to the WTO. Paarlberg, p. 15  All attempt to balance countries’ right to enact protectionist policies for the purpose of protecting animal, plant, and animal health with the requirements of the international system prohibit nations from enacting unfair barriers to trade.

A. World Trade Organization
 	Within the WTO, there are two agreements that are relevant in the debate concerning the international trade of GMOs: Sanitary and Phytosanitary (SPS) Agreement Agreement on the Application of Sanitary and Phytosanitary Measures, World Trade Organization, Found at: http://www.wto.org/english/docs_e/legal_e/15-sps.pdf, accessed April 24, 2005  and the Technical Barriers to Trade (TBT) Agreement. Agreement on Technical Barriers to Trade, World Trade Organization, Found at: http://www.wto.org/english/docs_e/legal_e/17-tbt.pdf, accessed April 24, 2005  

1. The SPS Agreement
	Even though the WTO has a bias toward unrestricted trade, governments, per the SPS agreement, can block imports of goods when sanitary and phytosanitary (SPS) measures are concerned. Paarlberg, p. 15  SPS measures are ones that, per Annex A (1)(a)-(d) of the Agreement, are used by Member governments to protect human, animal, and plant health from risks arising from, inter alia, contaminants, toxins and disease-causing organisms in food.  To invoke the measures, Members may use laws, decrees, regulations, and procedures, that, for example, enact packaging and labeling requirements directly related to food safety. (Annex A(1)).  
	SPS measures must be based on scientific principles and cannot be maintained without sufficient scientific evidence, unless the relevant scientific data are insufficient. (Article 2(2) & Article 5(7)).  When the data are insufficient, Members must seek the information needed to make a more objective assessment of the risk and review the SPS measure accordingly, within a reasonable period of time. (Article 5 (7)).  Thus, even when scientific evidence is lacking the WTO allows Members to restrict imports on a provisional basis for a reasonable time pending further investigation, but it does not allow such action on an open-ended “precautionary” basis. Id., p. 16

2. TBT Agreement
	The Technical Barriers to Trade agreement permits the creation of protectionist regulations and standards, such as packaging, marketing, or labeling requirements, as long as the purpose is to maintain product quality or uniformity. Id., p. 15  

Per the WTO website, the TBT:

. . . recognizes countries’ rights to adopt the standards they consider appropriate — for example, for human, animal or plant life or health, for the protection of the environment or to meet other consumer interests . . . members are not prevented from taking measures necessary to ensure their standards are met. In order to prevent too much diversity, the agreement encourages countries to use international standards where these are appropriate, but it does not require them to change their levels of protection as a result.  http://www.wto.org/english/thewto_e/whatis_e/tif_e/agrm4_e.htm#TRS

Central government bodies must follow certain guidelines for the preparation, adoption and application of technical regulations.  Specifically, they cannot enact policies that treat goods entering from other countries less favorably than domestic “like products” (Article 2.1) or create unnecessary barriers to international trade (Article 2.2).  In addition, they cannot maintain technical regulations if the circumstances or objectives giving rise to their adoption no longer exist or if the changed circumstances or objectives can be addressed in a less trade-restrictive manner. (Article 2.3)

B. 2000 Cartagena Biosafety Protocol (BP)
	The 2000 Cartegena BP is an agreement that focuses primarily on international trade rules for living GMOs, known as LMOs. Paarlberg, p. 18  The protocol is designed to protect biodiversity and human health.  Specifically, it institutes an Advance Informed Agreement (AIA) procedure that permits governments importing LMOs intended for environmental release for the first time (i.e. GM seeds or plant materials) to require prior notifications from exporters regarding the products’ safety. Id.   It entered into force in September 2003, after its ratification by 50 nations, excluding the United States.

C. Codex Alimentarius Commission
	The Codex Alimentarius Commission is a joint Food & Agriculture Organization (FAO) /World Health Organization (WHO) body that has played a vital role in setting international standards for relevant food issues, such as food labeling. Patterson, p. 16  Per its website, its main purposes are “protecting [the] health of consumers and ensuring fair trade practices in the food trade, and promoting coordination of all food standards work undertaken by international governmental and non-governmental organizations.” http://www.codexalimentarius.net/web/index_en.jsp  
	To date there are no agreed upon standards in Codex for GM foods. Patterson, p. 21  There are, however, proposed draft guidelines for GM food labeling that the Codex Committee on Food Labeling discussed in a May 2004 meeting. Report can be found at http://www.codexalimentarius.net/download/report/619/al04_22e.pdf  The purpose of the guidelines is to “ensure that the labelling of food and food ingredients obtained through certain techniques of genetic modification/genetic engineering provides factual, verifiable, understandable and nonmisleading information to protect consumer’s health and to ensure fair practices in food trade.” Id. at p. 53  Specifically, they recommend labeling when:  Id. at p. 53

	it is demonstrated, through an appropriate analysis of data, that the composition,  nutritional value, or intended use of the food or food ingredient differ in comparison to that  of corresponding conventional counterparts, having regard to accepted limits of natural  variation 

  
	they are composed of or contain a genetically   modified / engineered organism or  contain protein or DNA resulting from gene technology


	they are produced from, but do not contain, genetically modified / engineered  organisms, protein or DNA resulting from gene technology.


In addition to proposing labeling provisions, the guidelines also concern the establishment of threshold levels, exemptions from labeling, and implementation issues.



IX. Conclusion
	The European Union’s labeling system for genetically modified foods has grown rapidly since its creation in 1997.  The motivating factors for the scheme’s expansion are numerous.  They include: the EU’s increasingly precautionary approach to the regulation of agri-biotechnology; consumer concern about GM foods, which was motivated by a lack of trust in the ability of food safety regulators to protect them from the unknown risks of consuming such products; passionate lobbying by activist groups to protect consumers’ right to information about the presence of GMOs in their food; and, the EU’s goal of ending Member states’ moratorium on new GM crop authorizations, which required the enactment of more stringent labeling laws.  
The EU’s labeling system has huge ramifications for the world, particularly for the United States and developing countries.  The tensions between the US and EU over this issue has the potential to negatively affect the international system.  As policies for GM food labeling get implemented on the international level, the position of the US and EU are calcified, with other nations having to choose sides.  Although it is unclear how this issue will be resolved, if it ever will, what is clear is that both sides have far too much to lose to give in to the other.  European consumers, fiercely opposed to GMOs, are adamant about protecting their right to information about the presence of such products in their food.  The US, contrarily, is the world’s leading grower of GM crops and wants access to the European market for its agri-biotech products.
The international system is trying to balance countries’ right to enact protectionist policies to protect human, animal, and plant health with ensuring that nations do not institute unfair barriers to trade.  Of all the agencies/agreements that concern GM foods on the international scale, Codex seems to be the most advanced when it comes to creating global policies that deal with the issue of labeling for genetically engineered products.  Yet, it is unclear whether Codex’s proposed draft guidelines will ever come into force.  The United States argues against the provisions on the grounds that labeling misleads consumers into thinking GM foods are unsafe and creates unfair barriers to trade, which violates the fundamental principles of Codex. Id.  The European Union supports the guidelines for the purpose of providing consumers with useful information about GM foods. Id.  Many of the other countries represented in Codex either support the view of the US or the EU, so there is no clear winner in the debate. Id.  
It is difficult to guess who will win the debate on GM foods.  It is even harder to imagine what the future of GM food labeling will look like.  As more stakeholders join the fray, the only thing that is guaranteed is that GM labeling will continue to be just as contentious an issue in the future, if not more, as it is today.

