CONCERNS RAISED OVER ALTERED FISH
January 15, 2003
New York Times/AP/Washington Post
A new study by the Pew Initiative on Food and Biotechnology, a nonprofit
group, was cited as stating that the government is poorly structured to
assess possible environmental hazards posed by genetically modified fish and
comes as the Food and Drug Administration is considering whether to approve
a salmon genetically engineered to grow twice as fast as regular salmon.
The study notes that oversight of the fledgling field is left largely to the
F.D.A., which regulates such fish under the rules covering drugs for
animals. But the study says that those rules may not allow the agency to
consider fully the environmental risks of such fish and that even if it can,
it lacks the expertise.
Michael Rodemeyer, executive director of the Pew Initiative, was quoted as
saying in a statement that, "Regulators will increasingly have to stretch
their authority to make old laws and regulations address the evolving next
wave of products. We seem to be treading in uncharted legal waters."
While some genetically engineered fish are being grown experimentally, none
have been approved for use as food. But the F.D.A. is considering an
application from Aqua Bounty Farms, a company in Waltham, Mass., for the
fast-growing salmon.
The report was cited as saying there could be benefits from genetically
engineered fish in that faster-growing fish could make fish farming more
productive. Efforts are also under way to get fish to produce human drugs
like a blood clotting factor, to make fish disease-resistant and to make
shellfish that will not provoke allergic reactions.
But there could also be hazards, the report notes. Some studies suggest that
if the engineered fish escape from pens they could out-compete wild fish for
mates or food, endangering wild populations. Another question is whether the
genetic engineering affects the rate at which a fish accumulates toxins like
mercury from the
environment.
The report, based on a review of legal and scientific literature and
interviews with experts, was further cited as saying the F.D.A.'s effort to
regulate genetically modified fish as drugs might not withstand a legal
challenge. Yet another problem with the arrangement, it said, is that drug
applications are kept confidential, denying the public a chance to
comment. Such secrecy, the report said, could undermine public confidence in
the regulatory system.
Dr. Stephen Sundlof, director of the Center for Veterinary Medicine at the
F.D.A., was cited as saying the agency believed its regulations were
adequate, adding, "We've required environmental assessments on animal drugs
as long as I can remember and they are substantial," adding that the F.D.A.
could also seek input from other agencies, like the Fish and Wildlife
Service. "We've maintained ever since the early '90s that modifying the
genetic makeup of an animal is modifying the structure and function of the
animal and therefore qualifies as an animal drug,"
Joseph B. McGonigle, vice president of Aqua Bounty Farms, was cited as
saying the argument by Pew that the F.D.A.'s authority might not withstand a
legal challenge was a "debating exercise" because no company would mount
such a challenge, adding, "In the real world, I don't see a commercial
company benefiting in any way from challenging the F.D.A. and taking on the
publicity damage with their customers."
McGonigle was further cited that the company had commissioned Harvard
scientists to do an environmental assessment of the company's plans and that
it would eventually make that report public.
The Post story said that the report appears to confirm fears long expressed
by environmental activists that federal law on the issue was so vague that
the Food and Drug Administration and other agencies would be hamstrung as
they attempted to evaluate gene-altered animals meant as food.
Lawyers not involved in preparing the report but knowledgeable in federal
food and drug law largely echoed its findings.
Michael R. Taylor, a former FDA officer and now a senior fellow at Resources
for the Future, a Washington think tank, was quoted as saying, "It is
certainly a leap beyond anything that Congress envisioned" when it passed
the Food, Drug and Cosmetic Act, the FDA's basic enabling statute. "I think
it is quite clear that there are sharp limits on FDA's ability to fully
address environmental and ecological consequences."
Eric Hallerman, a fish biologist at the Virginia Polytechnic Institute and
State University in Blacksburg, and both a leading voice of caution on the
issue and an unpaid adviser to Aqua Bounty, was cited as saying the unlikely
worst-case scenario would be that gene-altered salmon would wipe out the
entire population of natural Atlantic salmon. Far more likely, he said,
would be that escapees would threaten small local populations.

