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Bernard A. Schwetz , February 7, 2002
Acting Principal Deputy Commzssmner ‘ : L
U.S. Food and Drug Administration

5630 Fishers Lane

Room 1061 (HFA-305)

Rockville, MD 20857

Re: Docket No 01P-0230
Dear Deputy Commissioner Schwetz:

The Maine Orgamc Farmers and Gardeners Association (MOFGA) has joined in

the petition of the Center for Food Safety for a moratorium on marketing and importing

‘ genetzcaily engineered (GE) salmon, and opposes the pending application of A/F
Protein/Aqua Bounty Farms for “new animal drug” approval of its GE salmon. Aqua
Bounty has claimed that these GE fish grow up to 600 percent faster than non-transgenic
salmon and can reach harvest size in about 16-18 months ccmpared with the typical
grow-out period of farmed and wild salmon of three years. MOFGA has been long an
opponent of the commercxahzanon of genetically engineered crops until a full
environmental impact statement and human safety analysis have been completed. We
believe that the cultivation of these fish in Maine or Canadian waters will spell the end of
the endangered Atlantic salmon, may jeopardize other marine species and ecosystems
and may present unknown and unstudied risks to human consumers.

We were interested to note that in the Januaryii? ebruary 2001 issue of the FDA
Consumer, FDA staff writer Carol Lewis stated that “making a transgemc animal is
deceptively szmpie especially when compared to traditional breeding approaches.”
Deceptive, yes; simple, no. We suggest that FDA staff study carefully the article just
published by Barry Commoner (Harper’s Magazine, Feb. 2002, “Unraveling the DNA
Myth: The spunaus foundation of genetic engineering”), which reveals that genetic
engineering is, if anything, deceptively, and dangerously, complex. Commoner explains
how the drive for commercialization of genetically engineered products has distorted
normal scientific processes, resulting in continued adherence to a genetics model that has
been long refuted by a wealth of research. The relationship between genetic sequencing
and ultimate plant or animal traits is far more complex than industry would have us
believe, and subject to more variability, unpredictability, and risk. Genetic engineering,
in effect, creates new proteins that we are unable to predict, and that industry is not
required to identify or test for: “[I]n that alien genetic environment [of the host
organism], alternative spkcmg of the bacterted gene might give rise to multiple vamaz}ts of
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