EPA Regulating GMOs (specifically intergeneric microorganisms)

Authority under TSCA section 5 

Purpose:  Allow EPA to identify and regulate risk associated with microbial products of biotechnology w/o hampering the biotech industry.

Microorganisms subject to these rules

· Are created from genetic material from organisms in different genera (intergeneric)

· Are to be used commercially for production of industrial enzymes and other specialty chemicals, agricultural practices (biofertilizers), and break-down of chemical pollutants in the environment (includes trees genetically modified for bioremediation)

EPA Reporting Requirements

For field-testing:  required to fill out TSCA Experimental Release Application (TERA) at least 60 days prior to field trials.  

For commercialization:  required to complete the Microbial Commercial Activity Notice (MCAN) 90 days before commercial use.

Both documents must be submitted to the Office of Pollution Prevention and Toxic Substances (OPPT).

Exemptions with submitting MCAN:  

-- through specified use conditions:  Manufacturers that document and meet the NIH “Guidelines for Research Involving Recombinant DNA Molecules” are exempt

-- through type of intergeneric microorganism:  Bradyrhizobium japonicum and Rhizobium meliloti tested on 10 acres or less are exempt

Source:  

http://www.epa.gov/opptintr/biotech/fs-001.htm
I’m trying to figure out what completing a TERA and MCAN entails.  It is my tentative understanding that there is no specific form for the MCAN.

