Overview of Regulation Affecting GM Trees 

Coordinated Framework:  established basis for current U.S. regulation—gave authority to APHIS, EPA, and FDA

APHIS

· Responsibility:  evaluate agricultural and environmental safety issues related to genetically modified plants

· Via:  determine if GM plant has potential to become a plant pest.

· Authority:  PPA and PPQ

· Regulatory procedures:

· Notification:  streamlined process to field test, import, or for the interstate movement GM plants

· Permit Application:  thorough application involving an environmental assessment written by APHIS for the field-testing, importing, or interstate movement of GM plants

· Deregulation petition:  petition asking that regulated article become deregulated (for APHIS to determine it is not a plant pest).  Sole route for commercialization

· Extension request:  requesting that the deregulated status of 1 GM plant be extended to another GM plant that is significantly similar to the original plant

EPA

· Responsibility:  Ensure the safety of biological and chemical pesticides

· Via: 1 - regulating distribution, sale, use, and testing of plants and microbes producing pesticidal substances (PIPs)

· Authority:  FIFRA

· Via: 2 – setting tolerance limits for pesticides used on and in food and feed or exempting product from requirement through evaluation

· Authority:  FFDCA

· Responsibility:  Identify and regulate risk associated w/ microbial products of biotech (includes trees GM for bioremediation)

· Via:  regulating the field-testing and commercialization of these organisms

· Authority:  TSCA section 5

· Regulatory procedures:

· TERA:  TSCA Experimental Release Application – for field-testing

· MCAN:  Microbial Commercial Activity Notice – for commercialization of organism

