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Context of regulations

1987:  US NAS determined “risks associated w/ the intro of rDNA-engineered organisms are the same in kind as those associated w/ the intro into the environment of unmodified organisms and organisms modified by other genetic techniques.”

Became the basis for regulatory role-  standard of comparison for GM plants is the unmodified plant

1986:  White House Office of Science and Technology Policy published the “Coordinated Framework for the Regulation of Products of Biotechnology”

--“Established fed gov’s commitment to safe development GMOs”

--underlying assumption “risks from products of biotechnology are same in kind as those of similar products”

Purpose of regulations

Establish procedures and criteria to evaluate specific products

Regulator’s Roles

1.  APHIS

· regulates under authority fed PPA and PQA

· evaluates agricultural and environmental safety issues

· permit and notification:  for field testing, importation, interstate movement or release into US

· deregulation petition:  has to show no plant  pest potential, lack of change in disease and pest resistance, absence of potential of new genetic material to create a new pathogen or pest

· 1999—51 petitions granted, >5,000 permits and notifications issued for field testing

2.  EPA

· responsibility:  ensure safety of biological and chemical pesticides

· via:  regulating distribution, sale, use, and testing of plants and microbes producing pesticidal substances

· authority: FIFRA

· via:  setting tolerance limits for pesticides used on and in food and feed or establishes exemption from requirement through evaluation

· authority:  FFDCA

· issues experimental use permits (field-testing) and registrations for commercialization

3. FDA

· assesses food safety and nutritional aspects from new plant varieties 

· via:  consultation process (est 1992 w/ Statement of Policy:  Foods Derived from New Plant Varieties)

· authority:  FFDCA

· policy based on existing food law—GM foods must meet same standards required of all foods 

· if GM added substances are significantly different than original food—FDA views as food additives (doesn’t apply to most GM food crops)
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