My Hypothesis: Well I want to focus on patents, the effect of the plant on the environment (gene pollution) and possible solutions (ex. Terminator gene). At the beginning I felt the terminator gene thing would have been a good idea… but now I’m reconsidering. Also I found that Monsato only patents the process of gene transfer, not the organism itself.

The Problem with GMO’s is that unlike other environmental problems, the affects are relatively unknown. Myself, I am familiar with the techniques involved in creating transgenic organisms and there are many variables to consider. One is that whatever enzyme, or enzymes as the case may be, is be coded for by the transgenic gene(s) incorporated into the host genome of the organism, could very well result in toxins being produced as a result of an allergic reaction of the host organism to the transgenic enyzyme. Also, possible unforeseen allergic reactions to the enzymes. When discussing GMO’s do not forget about MICROORGANISMS, now I’ve been watching the news and have been following SARS, a apparently new disease. Now, most other environmental problems involve depletion of a natural resource or some detriment introduced into the environment, these have grave impacts and have for the most part. But GMO’s could affect the environment in many different ways, biology is very uncertain… and sometimes very fast acting. As well GMO’s don’t always have to be transgenic, in some cases no genes are transplanted, instead perhaps some genes within the genome are altered, turned off or on etc….
A Focused, Accurate Title: GMO’s the Monsanto vs. Scheismer saga
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I. Introduction
Okay, what I’m going to discuss in this paper is a little story about a little farmer who finds himself battling a large corporation. 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 genome 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 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). 
- brief statement of problem
The Problem is the fact that transgenic organisms if not handled properly could get out of control.
- leads to hypothesis
My Hypothesis: Laws have to not only make sure that GMO’s are safe for human consumption, but also must be found to absolutely not be able to adversely affect the natural Environment.

- statement of how the paper will test the hypothesis
I will refer first to the Monsanto vs. Scheismer case and pick out the legal issues surrounding GMO’s. I’ll then look at several pieces of legislation, and try to see if they do address the biopollution and health aspect effectively. 


- statement of how the paper is organized

I’ll use the Monsanto case as a launch pad… it discusses patent law and other stuff. Also I found a bunch of legislation concerning GMO’s. I’ll try to see what other jurisdictions are doing, cuz apparently many think that labelling foods is a barrier to trade ( which the WTO doesn’t like). Look at the EU, they have a strict ban on ANY GMO foods.
II. Elaboration of Problem
Make sure I find authors,
Monsanto 2001: Motherfucking Monsanto didn’t even ask to test shceismer’s canola… trespass( apparently not, read case)!  Check out section 24(2) of charter. And also see para 78 of the 2001 case and para 86 (Harvard mouse). see s.42, 43 and 45 of Patent Act. See para 91-, also para 117, para 124,
Fed case 2002: para 18, para 49, 
- factual underpinnings, key issues, concerns, themes
With todays commercialist society concerned more with materialistic needs than the well being of the environment. How to make a transgenic organism: The process is very complex and requires a lot of time and effort in order to get a desired product, this needs money. The science and techniques are beyond the scope of this paper, suffice it to say we begin with some trait that we would wish to have expressed in our target organism. The beauty about how a genome works is that it is universal, a gene from one organism can be transplanted into another and it will be expressed, so long as the engineering is sound. So you have a gene, transplanted into whatever organism you pretty much want, and it will express whatever trait your interested in. Now traits can be passed on from one generation to another, and very rarely but it can happen traits can be taken up by bacteria via transformation. So there is a potential of this trait whether desirable or not, beneficial or not, could somehow finds its way into the natural gene pool. This problem, like most environmental ones, does not respect borders. Case in point, the EU has very strict rules against any GMO’s, but it might be that there has already been some GMO corn contamination( see website : something ‘star’)

- use of primary, secondary sources

Monsanto case… and then refer to that new supreme court case. I feel that the rulings that the judge from the 1st trial are stupid, especially since the supreme court reinterprets the patent law the way I see it in this Harvard mouse thing. 
III. Discussion of Applicable Law
- statutory law
http://strategis.ic.gc.ca/SSG/bb00019e.html#euC43

National LEGISLATION FROM CANADA: See, e.g., Health Canada. Novel Foods. Food and Drug Regulations--Amendment, Schedule No. 948, Canada Gazette Part II, 27 Oct. 1999, (defining genetically modified foods as "novel food" based on the Food and Drugs Act, R.S., c.F-27, ss.2,30) ; Environment Canada. Guidelines for the Notification and Testing of New Substances: Organisms, Jan.1997, based on the New Substances Notification Regulations of the Canadian Environmental Protection Act, R.S., 1985, c. 16 Supp., ss. 26-32 ; 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).

 For application of the Health of Animals Act, Fisheries Act, Plant Protection Act, Seeds Act and other applicable federal law see generally, Government of Canada, Current Federal Legislative Framework for Biotechnology Products. Ottawa, 1998.
Ethical or policy guidelines: Canada. Canadian Council on Animal Care. CCAC Guidelines on: Transgenic Animals 1997; Health Canada, Food Program. Labelling of Novel Foods Derived Through Genetic Engineering ;Codex Recommendations for the Labelling of Foods Derived from Biotechnoloogy, April 2000.

Seeing as we lack anything constitutionally ( see course notes ) the closest thing we have to protecting the environment is section 7 of the charter. The patent law, and a bunch of other legislation I found off the net. The rules set out in enviro Canada will help. I probably should focus more on those than on patent law(tho patent law is the first place to start).

- cases (court decisions)
- administrative interpretations
agencies and departments coping with GMO’s: http://www.hc-sc.gc.ca/food-aliment/mh-dm/ofb-bba/nfi-ani/e_faq_1.html#1
There are: What departments in the Canadian government are responsible for regulating products derived using the techniques of genetic modification?  

In 1993 a Canadian Federal Regulatory Framework for the regulation of biotechnology products was announced by the Government. The framework is intended to ensure that the benefits of biotechnology products and processes are realized in a way that protects health, safety, and the environment. One of the key principles adopted by the regulatory departments includes the use of existing laws and regulatory departments to avoid duplication. Regulatory authority for food products derived from biotechnology falls under several federal departments and agencies including the following:  

Health Canada is responsible for assessing the human health safety of products derived through biotechnology including foods, drugs, cosmetics, medical devices and pest control products.  

The Canadian Food Inspection Agency (CFIA) shares responsibility for the regulation of products derived from biotechnology including plants, animal feeds and animal feed ingredients, fertilizers and veterinary biologics. For genetically modified crop plants, the CFIA assesses the potential risk of adverse environmental effects; authorizes and oversees import permits, confined trials, unconfined release and variety registration.  

Health Canada published the Novel Foods Regulations in the Canada Gazette, Part II, on October 27, 1999. This regulation provides for pre-market notification and review for all novel foods including foods derived from biotechnology. To date, Health Canada has reviewed over 50 novel food submissions. The information requirements for the pre-market safety assessment of novel foods are contained in guidelines which have been in place since 1994. Health Canada is currently reviewing these guidelines to reflect the advancement of methods and knowledge regarding product review. These updated guidelines are expected to be published in 2003. 

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. Health Canada is currently working with Environment Canada to develop new regulations to assess the impact on the environment and on human health of new substances used in these products. More information regarding this initiative is available at: www.ear-ree.gc.ca. [Top] 

IN Canada there exists several acts and regulations which are used to govern how GMO’s are regulate GMO’s. 

We should start first with the first law that is encountered by individuals/ companies bring GMO’s to the rest of the world and it is ‘The Patent Act’. Now, though this act may not seem to have much significance in GMO regulation it does… it sets out certain parameters for what can and can not be patented… now interestingly enough in the Monsanto case, the patent was contested but upheld on grounds (see the para) now those same grounds were overturned in another case by the Supreme Court ( mouse). SO the patent act is important… is it flawed? I would say its is in a way… right now there are no specific definition of whether a GMO should be classified as an invention or not.. but this is an ethical debate and really isn’t the issue at hand. See 16.04, 16.05 of the Manual and also para 79 from 2001 case. this is the law.

The supreme court para 60, 112, 103,  relates to Monsanto ( part of dissent binnie). 

The Laws which actually have to deal with GMO’s are the various Acts that Health Canada and Environment Canada use to set up their regulations and guidelines with respect to GMO’s.

Lets start with Environment Canada: and the Guidelines for the Notification and Testing of New Substances: Organisms, Jan.1997, based on the New Substances Notification Regulations of the Canadian Environmental Protection Act (http://strategis.ic.gc.ca/SSG/bb00019e.html#euC43) check out pates 10-11 of the pdf.
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Who determines whether these criteria have been met?

Under subsection 106(7) of the CEPA 1999, the Governor in Council (which is a

committee of Cabinet) has the exclusive authority for determining whether these criteria are

met by another federal Act and Regulation, and if so, to list them in Schedule 4 of the

CEPA 1999. Once added to Schedule 4, organisms for uses regulated by the listed Acts

are exempt from the reporting requirements of the CEPA 1999. This new provision is

meant to ensure there is a federal assessment, that includes environmental and human

health aspects of all organisms to a CEPA-comparable standard, prior to manufacture,

import or sale, and to avoid unnecessary duplication of regulation. (http://www.ec.gc.ca/substances/nsb/download/Bioge1201.PDF) p 10-11
see http://www.bravo.ic.gc.ca/biotech/frmework.htm for what each act is responsible for.
- Canadian vs. other jurisdictions

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.
(http://strategis.ic.gc.ca/SSG/bb00007e.html#TableA)
- academics/literature

http://www.rsc.ca/foodbiotechnology/GMreportEN.pdf
IV. Problems with Law
- theory vs. practice
well in theory the regulations should work not too bad… but of course trade incentives play a big part.
- "what if...."
- deficiencies
- speculations as to why these deficiencies/problems were not dealt with originally

V. Reform Possibilities
- compare with other jurisdictions
- assessment of realistic prospects for reform, and why

VI. Conclusions/Recommendations
- revisit hypothesis
- summary of how hypothesis tested
- weaknesses, strengths, of hypothesis as originally stated
- summary of key points
- the future/next steps
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