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Federal Responsibilities for Regulating Genetically 
Modified Foods
During the 1970s, the development of new techniques for transferring genes raised concerns about potential hazards. At the Asilomar Conference in February 1975, scientists working with this technology tried to reach a consensus to self-regulate research involving rDNA technology until its safety could be assured. The National Institutes of Health (NIH) became involved in 1976 when it published research guidelines using rDNA techniques. Until 1984, the NIH Recombinant DNA Advisory Committee was the primary federal entity that reviewed and monitored DNA research. However, a legal challenge forced the Reagan Administration to consider and propose policies to guide activities of federal agencies responsible for reviewing biotechnology research and its products. 12 In 1984, the White House Office of Science and Technology Policy (OSTP) published the "Coordinated Framework for Regulation of Biotechnology," a framework proposing that genetically engineered products would continue to be regulated according to their characteristics and novel features and not by their method of production. It also proposed that new biotechnology products be regulated under the existing web of federal statutory authority and regulation. 13
In 1986, OSTP finalized this framework. The framework identified lead agencies to coordinate activities when and if jurisdictions overlapped. For example, the Food and Drug Administration (FDA) is responsible for regulating food and feeds in the market that have been modified through genetic engineering. The U.S. Department of Agriculture (USDA), Animal and Plant Health Inspection Service (APHIS), regulates importation, interstate movement, and environmental release of transgenic plants that contain plant pest components. It licenses, through permits, the field testing of food crops prior to commercial release. But agencies' responsibilities overlap as some plants have been modified to contain plant-pesticides. The Environmental Protection Agency (EPA) registers certain pesticides produced in transgenic plants prior to their distribution and sale and establishes pesticide tolerances for residues in foods. 14 APHIS and EPA together established procedures to review and approve field tests of modified plants and microorganisms. FDA has post-market authority to remove a food from the market. Table I shows an overview of federal agencies' responsibilities. 

Table 1. Overview of Agency Responsibilities 

	Agency 
	Products Regulated 
	Reviews for Safety 

	FDA
	Food, feed, food additives, veterinary drugs
	Safe to eat

	USDA
	Plant pests, plants, veterinary biologic
	Safe to grow

	EPA
	Microbial/plant pesticides, new uses of existing pesticides, novel microorganisms
	Safe for the environment.
Safety of a new use of acompanion herbicide


Source: This data was compiled from tables found at the APFHS website:
[http://www.aphis.usda.gov/biotech/OECD/usregs.htm]

U.S. Department of Agriculture (USDA), Animal and Plant Health 
Inspection Service (APHIS)
APHIS issues permits for the importation and domestic interstate shipment of certain plants, animals, and microbes that have the potential for creating pest problems in domestic agriculture. The agency has historically regulated pests that attack plants - any living stage of any insect, mite, nematode, slug, snail, protozoa, and/or other invertebrate animal, bacteria, fungi, or parasitic plant or reproductive part. It is also interested in viruses - infectious substances that would directly or indirectly injure or cause disease or damage plants or plant parts or any processed, manufactured, or other plant products. 17
For new plants that could become pests, APHIS issues site specific permits for field tests or for release into the environment. The agency reviews permit applications and prepares an environmental assessment in which it evaluates the probable environmental impact of the release. The permit application process requires that the developer disclose information about the development of the plant and that appropriate facilities and control measures are in place during transport and field tests. If the agency reaches a "Finding of No Significant Impact" (FONSI), a permit is issued. 18 Before decisions are made, APHIS seeks concurrence with states on regulatory actions.

In 1993, APHIS introduced an expedited procedure for approving limited permits so that field testing of six crops could begin without a completed formal application that included an environmental assessment. For genetically engineered plants that meet certain eligibility requirements and performance standards, the sponsoring company need only submit a "notification" letter to the agency, a modified and abbreviated application which describes the gene, where the tests will take place, and the characteristics of the plant. The agency has 30 days to process the application before the sponsor can proceed with the field test. In 1997, APHIS expanded the expedited procedure to cover many more crops. In 1998, 99% of all applicants used the expedited process.

After tests are completed and an application is submitted, APHIS has 120 days to decide that the product does not pose a risk of being a plant pest and whether a product is ready for full "release" onto the market. APFUS then completes an environmental assessment before making its decision.

U.S. Department of Agriculture, Food Safety and
Inspection Service (FSIS)
Developers of transgenic animals must submit data to FSIS to prove that the livestock and poultry involved in biotechnology experiments are not adulterated and can be slaughtered and sold as food with other beef and poultry. Prior to approving slaughter and sale, FSIS inspectors look at the number, age, sex, and other factors. The ultimate disposition of transgenic animal carcasses, whether by rendering, slaughter for food, or other disposal is of concern to regulators.19
Environmental Protection Agency
The EPA regulates pesticides. Pesticides are broadly defined as any substance or mixture of substances intended for "preventing, destroying, repelling, or mitigating" pests. EPA currently refers to "plant-pesticides" as plants that produce pesticides within their tissues.' Scientists have also genetically engineered plants that are resistant to specific herbicides. Although herbicide resistant plants are not "plant-pesticides," they are subject to EPA regulation since they can affect the use of herbicides.

EPA regulates plant-pesticides under the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) and FFDCA. Under FIFRA, EPA determines the risk the plant-pesticide poses to humans and the environment and approves registration of those substances for particular uses that will not generally cause unreasonable adverse effects. This determination involves balancing risks from the pesticide with benefits associated with its use.21 A pesticide (including plant-pesticides) cannot be sold or distributed in the United States unless it is registered with EPA.

If the plant producing the plant-pesticide is a food crop, EPA must establish a "safe level" of pesticide residue allowed, a tolerance level, under the authority of Section 408 of the FFDCA. A "safe level" of the pesticide residue is defined as that level at which there is "a reasonable certainty that no harm will result from aggregate exposure to the pesticide chemical residue, including all anticipated dietary exposures and all other exposures for which there is reliable information."22 Because no tests of the registered (approved) plant-pesticides have shown toxicity to humans so far, EPA has given them an exemption from the requirement for a tolerance level. 23
In 1994, EPA proposed a rule to refine its regulatory oversight of plant-pesticides. As a part of the rule, EPA included in its definition both the plant-pesticide and the genetic material transferred into the plant. Under this rule, EPA proposes to exempt several categories of plant-pesticides from FIFRA and FFDCA section 408 requirements.24 Under this rule, EPA proposes to exempt: (1) plant-pesticides derived from plants sexually compatible with the recipient plant; (2) plant-pesticides that act by primarily affecting the plant; 25 and (3) plant-pesticides based on a coat protein from a plant virus. These rules will be designed to exempt certain categories of substances that EPA believes are low risk based on familiarity and presence in the food supply, e.g., plant hormones and coat proteins from plant viruses. These proposed exemptions result in little or no effects on plants produced by conventional plant breeding. They could, however, affect research into innovative plants, according to critics, because of the additional regulatory burden that the rule would represent. The rule has not yet been finalized. 

