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Monsanto v Schmeiser: The GMO Issue.

I. Introduction

- brief statement of problem
- leads to hypothesis
- statement of how the paper will test the hypothesis
- statement of how the paper is organized

The problem here is the issue of Genetically Modified Organisms (GMO’s). These are organisms that have a transgenic genome, meaning that they have, through genetic engineering, been given genes not native to the natural genetic structure of an organism’s natural counterparts. These organisms have been put on the market because of the benefits that these added genes express through the organism (ie better yields, resistance to insects and thus needing less pesticides, etc….), these GMO’s I feel can hold a great promise, but as well if used prematurely and incompetently could also lead to disaster. Several issues result, the main concern in the Monsanto case was the rights of the farmer invoibility of their lands subject to contamination from Monsanto’s pollen, especially farmers that are trying to grow organically (Biopollution). Another concern is the actual pollution and consequences of Biopollution. I’ll address some of the socioeconomic consequences too ( farmers in India vs terminator gene). 

It is the purpose of this paper to illuminate the legal issues that genetically modified organisms, also known as transgenic organisms, raise. With the advent of GMO’s, a new potential, for what I have called biopollution, emerged as a serious risk. 


The position taken in this paper is that though GMO’s may hold promise,  reducing the need of pesticides, higher crop yields. Yet I feel that there has not been a significant amount of Environmental assessment with regards to GMO’s  and their impact on the environment. This could be corrected with more stringent and public assessments.


Hopefully through examples of regulations and actual assessments and reports pertaining to GMO’s, it will be shown whether or not the hypothesis bears any merit.


The best place to begin will be with one of the major legal issues will be addressed by showcasing the Monsanto v Schmeiser case, illuminating tensions and opinions of both sides. This paper also will endeavour to show examples of current legislation and regulations in effect in Canada presently.

II. Elaboration of Problem
- factual underpinnings, key issues, concerns, themes
- use of primary, secondary sources
 “Genetically modified organisms (GMOs) and genetically modified micro-organisms (GMMs) can be defined as organisms (and micro-organisms) in which the genetic material (DNA) has been altered in a way that does not occur naturally by mating or natural recombination.“ (http://europa.eu.int/comm/food/fs/gmo/gmo_index_en.html)

as defined by the European commission 

CHAPTER 2 14

“Seminal to the development of genetic engineering was the discovery in the 1970s that different DNA fragments can be assembled to form new human-made DNA molecules.… referred to as recombinant DNA. Genetically modified (or genetically engineered) organisms are made of cells which contain a recombinant DNA (rDNA) molecule.… this approach had the commercial disadvantage of being accessible to anyone who had the appropriate background knowledge and training. If a competitor could create the same engineered strain within a short time, the initial developer of a new strain would have gained comparatively little commercial advantage. The situation changed in 1980 with the U.S. Supreme Court decision (Diamond v Chakrabarty), which granted a patent for a GM bacterial strain specifically engineered to break down petroleum residues. This extended the legal definition of intellectual property (IP) as it provided patent protection for the first time to living organisms.” Page 14-15 http://www.rsc.ca/foodbiotechnology/GMreportEN.pdf


Human societies have been crossbreeding varieties of microbes, plants and animals since the advent of the agriculturally based society.  It can be said that very little of what we eat can be described as truly natural. Through selective breeding, humanity has modified the progeny of wild plants and animals, using whatever desired trait as criteria, to eventually create many of the current forms and varieties of these organisms with which we are familiar with today. Modern genetic engineering can be seen as selective breeding on fast forward. This technology allows for the transfer of genetic material from one species to another to create entirely new features in microorganisms, plants and animals, resulting in ‘transgenic’ organisms which was not possible in nature ( with the exception of some bacteria that can carry out transformation). As is with all things, there are two sides to this technology. The plus side is that, if done right, genetic engineering could yield more precise and beneficial results quicker than conventional techniques, as well as well as new traits which would have been impossible to achieve.. On the other hand, it is a fear that if not done properly, organisms with implanted genes could possibly be able to transfer these genes into wild relatives with unforeseen consequences, as well as spreading unforseen allergens and toxics into our food

A world where pests evolving resistances to GMO crops; where certain GMO crops harming beneficial insects (MONARCH BUTTERFLY), and where new allergens are introduced in foods is certainly a problematic and dire vision of things to come. It must be kept in mind though, that this is not the first time technology that has come around with serious implications to human and environmental health. The most widespread use of GMO’s can be found in agriculture with transgenic crops and foods, and a large majority of  the laws that have been made deal mostly with them.

Food allergy is manifested as an immune system response to a protein in food that is recognized by the body as a foreign substance. The symptoms of food allergy can range from mild irritation to anaphylactic shock and death.… The immediate product of a gene is a protein, thus the product of a transgene is a new protein (e.g. an enzyme). The final product of the new metabolic process introduced by the gene may also be a protein. A new gene continuously expresses itself in every cell of the GE plant, since technology does not yet exist to include corresponding regulatory genes. Page 9

http://www.opha.on.ca/ppres/2001-01_pp.pdf

Farmers in Canada have suffered even worse. Percy Schmeiser, who found his fields heavily contaminated by Monsanto’s GM canola volunteers, was ordered to pay fines and costs when taken to court by the company accusing him of stealing their patented seeds. Schmeiser broke down in tears in court, he has built up his own high-yielding canola variety by saving seeds for years, which has now been totally ruined by transgenic contamination.
III. Discussion of Applicable Law
- statutory law
Unlike noxious chemicals which are released into the atmosphere as part of an industrial process to create a product, GMO’s are for the most part intended for direct human consumption. As a result there are not byproducts of a process… the are the products, and the nature of their use means that they will be widespread. So the focus must not only be on legislature and regulations which worry about human health.. but also the health of the environment because the two are very much connected in this case. Emissions, for the most part spread, but overall are localizable to one region in concentration… GMO are found in our food as well as equally will be found in large widespread amounts in the environment ( unlike chemical pollutants, GMO’s can reproduce). So it is not suprising that the GMO issue will be addressed in many different laws.
Legislative responsibility for biotechnology falls under several federal departments and agencies including the following: Environment Canada, the Canadian Food Inspection Agency, Health Canada and the Department of Fisheries and Oceans. 

http://www.rsc.ca/foodbiotechnology/GMreportEN.pdf page 35

“Genetically engineered products are evaluated through existing pieces of legislation governed by Agriculture and Agri-food Canada, Health Canada, and the Canadian Food Inspection Agency (CFIA). These pieces of legislation include the Food and Drugs Act, the Feeds Act, the Fertilizers Act, the Seeds Act, the Plant Protection Act, and the Health of Animals Act. For regulating GE crops - whether they be for food or pharmaceutical production - the Seeds Act and the Plant Protection Act are particularly important. For GE foods and human drugs that are derived from these crops, the Food and Drugs Act is the key piece of legislation. Given this approach, Canada has no specific comprehensive legislation governing the regulation of GE products. Only the Canadian Environmental Protection Act (CEPA) has any references to environmental and health aspects of biotechnology11. Despite having stronger provisions, this legislation has only a limited impact on the current regulatory process because other regulations are deemed to take precedence for most GE products over CEPA provisions.”

Page 14 http://www.city.toronto.on.ca/health/hphe/pdf/ge_foods.pdf

The Canadian Environmental Protection Act is an “umbrella legislation that is apparently intended to serve as a regulatory ‘safety net’ for any biotechnology products not currently regulated by another federal act.”

The Department of Fisheries and Oceans which regulates aquatic organisms under the powers of the Fisheries Act, has not yet adopted specific regulations that address GM organisms.

http://www.bravo.ic.gc.ca/biotech/frmework.htm

The Canadian Food Inspection Agency (CFIA) “plays the lead role (opha page 34)” in GM product assessment and has the responsibility for the regulation of such products derived from biotechnology as plants, animal feeds and animal feed ingredients, fertilizers and veterinary biologics as set out under the powers of the Seeds Act, the Plant Protection Act, the Feeds Act, the Fertilizer Act, and the Health of Animals Act.http://www.bravo.ic.gc.ca/biotech/frmework.htm
CFIA is the agency that has the first contact with a biotechnology firm wishing to

introduce a new GMO(opha page 35) and the CFIA in order to assess the potential risk of adverse environmental effects is set out to  authorize and oversee “import permits, confined trials, unconfined release and variety registration.”
http://www.hc-sc.gc.ca/food-aliment/mh-dm/ofb-bba/nfi-ani/e_faq_1.html#1
Health Canada is responsible for assessing the human health safety of products derived through biotechnology. Under the Food and Drugs Act, Health Canada has to conduct a thorough safety assessment of each new product before it can be sold in Canada. On October 27, 1999, Health Canada amended the Food and Drug Regulations,. The  Food and Drug Regulations,based on the Food and Drugs Act, provides for pre-market notification and review for all novel foods including foods derived from biotechnology. With the amendment novel foods are, as defined by the amendment to the Food and Drug Regulations:
...a food that is derived from a plant, animal or microorganism that has been

genetically modified such that:

(i) the plant, animal or microorganism exhibits characteristics that were not

previously observed in that plant, animal or microorganism,

(ii) the plant, animal or microorganism no longer exhibits characteristics that were

previously observed in that plant, animal or microorganism, or

(iii) one or more characteristics of the plant, animal or microorganism no longer

fall within the anticipated range for that plant, animal or microorganism.

Novel Foods. Food and Drug Regulations--Amendment, Schedule No. 948, Canada Gazette Part II,

The above amendment to the Food and Drug Regulations in Canada under the Food and Drug Act use a broader definition of what a GMO is under the term “novel food’. Here a GMO includes an organism that exhibits characteristics that differ from previously observed natural characteristics in that organism, regardless of the method used to obtain the new characteristic. That means that this definition covers more than just transgenic organisms. It can include mutagenesis, that is inducing a mutation within the genome without transferring genes from one species to another. ( science background)

Health Canada is also responsible for the environmental assessment of products regulated under the Food and Drugs Act, including novel foods. This activity is required by the New Substance Notification Regulations of the Canadian Environmental Protection Act. 

http://www.hc-sc.gc.ca/food-aliment/mh-dm/ofb-bba/nfi-ani/e_faq_1.html#1                              

Under the Canadian Environmental Protection Act (CEPA), Environment Canada and Health Canada are supposed to conduct risk assessments of new substances including biotechnology products, to determine if there are any adverse effects to the environment or human health, prior to their import into or manufacture in Canada.

Looking at the Patent Act

Patent Act, R.S. 1985, s. 2, as interpreted by Canadian Patent Office, Manual of Patent Office Practice. Ottawa, 1998, Ch. 16:05 ( from 16.05 LIVING MATTERLiving matter is defined in terms of lower life forms which are essentially unicellular in
composition (e.g. bacteria, many fungi (including yeasts), cells in culture, transformed cell lines and hybridomas), and higher life forms which are multi-cellular differentiated

organisms (plants, seeds and animals). Lower life forms which are new, useful and inventive are patentable. A process to produce or which utilizes these organisms may also be patentable. Higher life forms are not patentable subject matter. However, a process for producing a higher life form may be patentable provided the process requires significant technical intervention by man and is not essentially a natural biological process which occurs according to the laws of nature (e.g. traditional plant cross-breeding).

- cases (court decisions)

The Monsanto v Schmeiser case raises many interesting legal questions about agricultural biotechnology, but they mostly focused on patent rights and intellectual property. Ultimately whether or not Schmeiser is actually guilty or not is irrelevant for the purposes of this paper. I found that Judge MacKay’s jurisprudence was sound. Though of note one of his conclusions has recently been overturned in a Supreme Court case 2001 case and para 86 (Harvard mouse). see s.42, 43 and 45 of Patent Act. 

In 2001, Percy Schmeiser was found guilty of patent infringement because he grew Roundup Ready Canola without a license for a crop he grew in 1998. Now Mr. Schmeiser has been proven to never have purchased Roundup Ready Canola and has never signed a TUA relating to Roundup Ready Canola( para 2001):

[12]            A farmer who wishes to grow Roundup Ready Canola must enter into a licensing agreement called a Technology Use Agreement (TUA), and must attend a Grower Enrollment Meeting conducted by Monsanto representatives, who describe the technology and its licensing terms. By signing the TUA, the farmer becomes entitled to purchase Roundup Ready Canola from an authorized seed agent but must promise to use the seed for planting only one crop, to sell the crop for consumption to a commercial purchaser authorized by Monsanto, and not to sell or give seed to any third party or save seed for replanting or inventory. The TUA gives Monsanto the right to inspect the fields of the contracting farmer and to take samples to verify compliance with the TUA. The farmer must also pay a licensing fee for each acre planted with Roundup Ready Canola. 

Now some evidence was presented that raised an issue which really was not addressed in the case. 

 [21]            In 1996, there were five growers …who grew Roundup Ready Canola under license. One was Mr. Huber, who grew Roundup Ready Canola on a field north and west of, and diagonally adjacent to, Schmeiser field 6…. In 1997, a total of 780 acres of canola were planted in all or parts of six Schmeiser fields…. Mr. Schmeiser testified that he believed that field 2 was planted with canola seed saved in 1996 from fields 1 and 6.

[22]            “In late June or early July of 1997, Mr. Schmeiser …hand sprayed Roundup around power poles and in the ditches along the Bruno road where it bordered [Mr. Schmeiser’s] fields 1, 2, 3 and 4. This was part of his normal weed control practice. Several days after the spraying, he noticed that a large number of canola plants had survived the spraying. To determine why the canola plants had survived the Roundup spraying, Mr. Schmeiser conducted a test in field 2. Using a machine sprayer set to spray 40 feet, he sprayed Roundup on a section of field 2 in a strip along the road. He made two passes, the first weaving between and around the power poles and the second adjacent to the first pass, parallel to the power poles.... According to Mr. Schmeiser's evidence, after some days, approximately 60% of the canola plants sprayed were still alive, growing in clumps that were thickest near the road and thinner as one moved into the field.” 

The Pattern would suggest that those “plants could have resulted from canola seed spilled from a passing truck or carried from neighbouring fields by wind or flood water.” Para 49 2002 “Monsanto had initially alleged that Mr. Schmeiser had somehow acquired Roundup Ready Canola in 1997 but that allegation was withdrawn along with all claims of infringement with respect to Mr. Schmeiser's 1997 canola crop. Para 18” Now this was because it seems very likely that this crop had been contaminated! It is clear from this evidence that the reason why Monsanto would lift infringement claims on Mr. Schmeiser’s1997 crop

Since Roundup Ready Canola plants are indistinguishable from other canola plants, the only way to readily detect the presence of the Monsanto gene is by spraying the plant with Roundup, a glyphosate herbicide. A canola plant that survives being sprayed with Roundup is Roundup Ready Canola. Para 13  How are average farmers supposed to detect transgenic contamination of their crops, short of spraying with round up and risking destroying the non-herbicide resistant canola. This issue applies to just more than the context of canola growers and other growers (most notably organic farmers). 

- administrative interpretations

Companies that wish to sell genetically modified (GM) seeds or foods in Canada first have to meet both Canadian Food Inspection Agency and Health Canada requirements. CFIA is responsible for regulating GM plants, assessing their impact on the environment and biodiversity and ensuring livestock feed safety. GM crops and foods meant for human consumption must meet Health Canada's Guidelines for the Safety Assessment of Novel Foods as well.
- Canadian vs. other jurisdictions

Q24. How do Canada's labelling practices compare with those of other countries?
A24. Internationally, there is a wide range of views on the labelling of genetically modified foods. Canada is a member of the Codex Alimentarius Commission, an international standards-setting body for food. The Commission's Web site at http://www.codexalimentarius.net may be referenced for further information on their work. Codex standards have been recognized by the World Trade Organization as a basis for trade agreements, and as such are becoming increasingly important for countries wishing to trade internationally. Through its Food Labelling Committee, which is chaired by Canada, Codex is developing guidelines for the labelling of foods derived from biotechnology. Clearly the development of our national guidelines on labelling must be done in conjunction with the development of standards at the international level.

Canada's major trading partners, including the United States and Japan, support labelling on a case-by-case basis only in instances of health, safety and compositional change.

http://www.pwgsc.gc.ca/cgsb/032_025/faq-e.html


- academics/literature

Now in the EU the use of the “precautionary standard” is prominent in regulations pertaining to GM food, mainly due to experiences with mad cow disease and the starlink corn scandal. 

(Whereas Canada and the OECD keep pushing substantial equivalence [innocent until proven guilty], the European Commission and Cartagena Protocol on Biosafety [Montreal conference] have adopted the "precautionary principle" [we'd rather be safe than sorry; don't sell it until you're sure it's safe]).

the European Union (EU) novel food regulation requires labelling of such food products if the content of GMO crops exceeds 1% in non-GMO products. (http://www.croplife.ca/english/resourcecentre/bio-positionpapers-labellingoffoods.html)

Legislation from EU: European Union. Directive 98/44/EC of the European Council and Parliament of July 1998 on the legal protection of biotechnological inventions, arts. 3-6, Official Journal of the European Communities, 30 July 1998; 41 (L213):13-21) (plants, animals, gene sequences & inventions contrary to public order or morality, unpatentable). See also diverse EU directives concerning food labelling, environmental release, worker protection, etc., e.g.,: Commission Regulation (EC) No 50/2000: Labelling of Foodstuffs & Food Ingredients Containing Additives & Flavourings that have Been Genetically Modified or have been Produced from Genetically Modified Organisms. Brussels, January 2000 ; Council Directive 90/219/ EEC on the contained use of genetically modified organisms; Council Directive 90/220/EEC on deliberate release of GMOs into the environment; Council Directives 90/679/EEC, 93/88/EEC on protection of workers from the risks of exposure to biological agents, retrievable at http://binas.unido.org/binas/regs.php3.
European Directives

In October 1990 all European Union (EU) nations adopted two European Council Directives governing the 'contained use' (Directive 90/219/EEC, later replaced by Directive 98/81/EC) and 'deliberate release' (Directive 90/220/EEC) of genetically-modified organisms (GMOs) into the envirconment. In essence, these Directives harmonised existing laws in the different member states.

The two Directives cover genetically-modified organisms used in 'containment' e.g. in a laboratory or an enclosed factory or brewery and 'deliberately released' into the environment through field trials or crops, commercial production (which has not yet happened in the UK) and (potentially) the marketing a living GMO (e.g. a whole fruit) which may have been grown outside the EU and imported.

N.B. To date, no live genetically-modified organisms have been approved for food use in the European Union.
(http://www.ncbe.reading.ac.uk/NCBE/GMFOOD/euregs.html)

In the European Union, new legislation was enacted specifically to regulate genetically modified organisms. This regulation is process-driven (based on the method by which the organism has been produced), rather than product-driven (based on the intended use of the product). In general, the stringency of regulation in each country appears to be related to public attitudes towards biotechnology. Most biotechnology inventions are protected by patents and/or plant breeders' rights. Labelling of genetically modified products and patentability of transgenic animals remain controversial issues that divide the US and the EU. (http://strategis.ic.gc.ca/SSG/ca00910e.html)

IV. Problems with Law
- theory vs. practice
See Royal Report

-"what_if...."
”what if GMO’s” did go out of control?
-deficiencies


According to CEPA Regulations, in order for regulators to assess the potential risks to the environment posed by transgenic animals, the proponent must provide information on “the potential of the organism to have adverse environmental impacts that could affect the conservation and sustainable use of biological diversity” (Regulation 5(c) of Sections 29.16 and 29.19, Schedule XIX). Despite the apparent breadth of this requirement, based on the Guideline (4.3.5.3) accompanying this Regulation, and based on interviews with Environment Canada officials, the Panel concludes that CEPA Regulations have no explicit data requirements for information pertaining to the potential effects on conservation and biodiversity posed by GM animals. The Panel views this to be a significant weakness in the current legislation and concludes that the existing regulatory framework is ill-prepared, from an environmental safety perspective, for imminent applications for the approval of transgenic animals for commercial production.

The liability issue was of great 
concern; who is liable? The farmer? The distributor? The corporation? The 
exporter? The importer? The seller?
… Canadian GE crop applications (Roundup Ready Canola (GT73) developed by Monsanto…) have been made publicly available through freedom of information requests…. In general, Monsanto supplied data using side-by-side comparisons with the untransformed parent canola variety in order to establish “substantial equivalence” and consequently, no further evidence or assessment was required by the regulators [from Canadian regulatory departments]. However, Dr. Katherine Barrett157 who has looked extensively at the Monsanto data, has noted … deficiencies with the data submitted and its treatment by regulators…. According to Barrett, the regulators did recognize some of the potential ecological risks of Roundup Ready canola, including the potential problems of resistance to herbicides from canola volunteer weeds and genetic pollution. However, they framed these risks as management-related problems, thereby shifting responsibility for managing the risks from the company to farmers.
Page 41 http://www.city.toronto.on.ca/health/hphe/pdf/ge_foods.pdf

The present Canadian regulatory system for approval of the commercialization of GMOs falls under several types of legislation within several different federal ministries. These are not formally integrated, nor specially adapted for the unique characteristics of organisms altered through genetic engineering. Agriculture and Agri-food Canada actively promotes the business and use of biotechnology in agriculture …. The CFIA reports directly to the Ministry of Agriculture and Agri-Food, and there is concern about the need for separating a regulatory body from a ministry that formally supports biotechnology.

Page 19 http://www.opha.on.ca/ppres/2001-01_pp.pdf
In 1998, a renewed Canadian Biotechnology Strategy was announced. Industry Canada stated that this

strategy included “the need for better internal coordination since multiple departments and agencies deal

with biotechnology” (5). To this end, the Federal Biotechnology Ministerial Coordinating Committee

(BMCC) was struck; members included the Ministers of Agriculture and Agri-Food, Environment,

Fisheries and Oceans, Foreign Affairs & International Trade, Health, Industry and Natural Resources (3).

The strategy also stated that “the need for an external advisory body was identified.”

Hence, the Canadian Biotechnology Advisory Committee (CBAC) was created and the Royal Society of

Canada (RSC) appointed an Expert Panel on the future of biotechnology. CBAC (with an indefinite

lifespan) was to organize public consultations and provide advice on the formulation of federal public

policy on biotechnology. The RSC Expert Panel (formed to prepare a report only) was mandated to

provide the ministries with advice on Canada’s regulatory system and scientific capacity required “to

ensure safety of new foods developed through biotechnology” (5).

Page 19 http://www.opha.on.ca/ppres/2001-01_pp.pdf
- speculations as to why these deficiencies/problems were not dealt with originally

Industry_rules 

A key problem is that the commericalization of biotechnology is developing too quickly for either national regulations or international environmental and consumer protection policies to keep up. Which is not to say that regulations don't exist. These guidelines were developed in the '80s, a lifetime ago by biotech standards. Recently various government agencies asked the Royal Society of Canada to select an expert panel of independent scientists to investigate the current regulatory process, analyze the direction of the industry and make recommendations to improve regulations of food biotechnology in Canada. A good example of the precautionary principle in practice can be seen in the Spraytech case (p 55 crspk)

CHAPTER 7 180

The “substantial equivalence” concept is clearly rooted in the existing paradigm for new

crop development through traditional methodologies. A breeder who has genetically manipulated a crop through crossing/selection takes it as a given that, despite the numerous small changes introduced into the genome of the new genotype, the species as an entity remains largely unmodified. The new variety is thus assumed to be “substantially equivalent” to other varieties of the same crop. It is worth emphasizing that this assumption applies even if “novel trait” genes have been introduced into the breeding lines at some point, through use of wide crosses or mutation.

CHAPTER 7 182

In summary, the Panel has identified two different uses of the concept of “substantial

equivalence”:

1. A GM organism is “substantially equivalent” if, on the basis of reasoning analogous to that used in the assessment of varieties derived through conventional breeding, it is assumed that no changes have been introduced into the organism other than those directly

attributable to the novel gene. If the latter are demonstrated to be harmless, the GM organism is predicted to have no greater adverse impacts upon health or environment than its traditional counterpart. We refer to this interpretation as the decision threshold
interpretation.

2. A GM organism is “substantially equivalent” if rigorous scientific analysis establishes that, despite all changes introduced into the organism as a result of the introduction of novel genes, the organism poses no more risk to health or to the environment than does its conventional counterpart. We refer to this interpretation as the safety standard
interpretation.

The Expert Panel accepts the validity of the concept when used in the “safety standard”

interpretation. We have grave reservations about its validity when employed in the “decision threshold” interpretation. P182-83 of report.

“In principle, the Regulations specified by CFIA, Food and Drugs Act, and Canadian

Environment Protection Act for approval of GMOs, particularly those that pertain to microbes and plants, are comprehensive in their breadth of required information, ranging from the molecular nature of the novel gene construct to potential consequences to human health and the environment. However, despite this breadth, the Panel has concluded that there is no means of determining the extent to which these information requirements are actually met during the approval process, or of assessing the degree to which the approvals are founded on scientifically rigorous information. The Panel attributes this uncertainty to a lack of transparency in the process by which GMOs are approved within the present regulatory framework. The Panel’s, and the public’s, lack of access to this information raises questions concerning the scientific rigor of the approval process. Based on the Guidelines that accompany the CEPA and FDA Regulations, and based on interviews with representatives of CFIA, Health Canada and Environment Canada, the Panel concluded that, although the proponents are required to provide new data in some areas, there is no means for independent evaluation of either the quality of the data or the statistical validity of the experimental design used to collect those data. Furthermore, it appears that a significant part of the decision-making process can be based on literature reviews alone. P 214 report. “

“It is the Panel’s opinion that a literature review alone is insufficient and that experimental data for the particular GMO under consideration should be part of the evaluation process.

Currently, there is no objective way for the public or independent scientists to evaluate

fully the scientific rigor of these assessments. In the one example available to the Panel, the data used to evaluate the invasiveness of Monsanto’s Roundup Ready Canola (approved in 1995) were judged by Barrett (1999) to be scientifically inadequate for either a rational regulatory decisionmaking process or a peer-reviewed scientific publication. Based on available information, this is a judgment with which the Panel agrees. However, the generality of this conclusion cannot be assessed because all of the data sets used in the decision-making process, notably those pertaining to environmental safety, are not available for public scrutiny. The Panel concludes that the lack of transparency in the current approval process, leading as it does to an inability to evaluate the scientific rigor of the assessment process, seriously compromises the confidence that society can place in the current regulatory framework used to assess potential risks to human, animal and environmental safety posed by GMOs.

P215 report.”

V. Reform Possibilities
- compare with other jurisdictions
Well we saw one reform possibility fail… Bill C-287, An Act to amend the Food and Drugs Act (genetically modified food) ,   was struck down by parlieament to label foods. “Bill C-287 was defeated in a vote held in the House of Commons in the fall of 2001” http://www.pwgsc.gc.ca/cgsb/032_025/faq-e.html
- assessment of realistic prospects for reform, and why

iv

GATT/WTO Rules Relevant to the Labelling of GM Products

If Canada were to introduce a mandatory labelling requirement for GM products, it could be challenged under the basic rules of the General Agreement on Tariffs and Trade (GATT) and/or specific rules of the Agreements on Technical Barriers to Trade (TBT) and on Sanitary and Phytosanitary Measures (SPS) under the World Trade Organization. There is no provision in the international trade rules for a “right-toknow- principle” about how a product is produced. This is not a justiciable concept under the GATT/WTO rules and it is unclear how it would be treated by a dispute settlement panel. Furthermore, the multilateral trade rules specifically apply to end products themselves rather than differences in their method of production. The GATT prohibits arbitrary restrictions on trade and requires that the products of all Members be treated in the same manner as like products of domestic origin (Article III). The aim of the SPS Agreement is to prevent domestic SPS measures from having unnecessary negative effects on international trade and to guard against their use for protectionist purposes. SPS measures must only be applied in demonstrable instances of risk to human, animal or plant life or health, and must be based on scientific principles and on risk assessment. The TBT Agreement is designed to ensure that technical regulations are not used as disguised barriers to trade and that legitimate standards restrict trade as little as possible. Technical regulations are allowed to restrict trade in limited instances such as national security requirements; the prevention of deceptive practices; protection of human health or safety, animal or plant

life or health, or the environment, among others. However, in justifying trade restrictive regulations governments must assess the risks, taking account of available scientific and technical information, and the end-uses of products, among others. Any mandatory labelling requirement for GMOs or GM foods that is challenged in the WTO will have to meet certain legal tests.

P iv – v. of Labelling of GMO Products: Strategic Trade Policy

Considerations for Canada

Prepared for

The Canadian Biotechnology Advisory Committee Project Steering Committee on the Regulation of Genetically Modified Foods

see Royal Society of Canada’s Expert Panel on the Future of Food Biotechnology

in which “substantial equivalence” was suggested as an operational mechanism to indicate that a GM organism was essentially similar to its traditional counterpart. P179 of report

VI. Conclusions/Recommendations
- revisit hypothesis
- summary of how hypothesis tested
- weaknesses, strengths, of hypothesis as originally stated

Though I originally thought that the patent act would have a played a bigger part, it did not.


- summary of key points
- the future/next steps
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