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Eegulatbiﬁy procedure
necessary for GE food

By Gregory Joffe

he Food and Drug Administra-

tion held hearings recently on

whether to approve a genetically
engineered (GE) salmon for production
and consumption. AquaBounty’s AquAd-
vantage salmon is an Atlantic salmon which
grows almost twice as fast as farm-raised
salmon because scientists added a growth
hormone gene from a Chinook salmon
and an ocean pout fish promoter sequence.
If adopted on a large scale, the company
claims the salmon would reduce produc-
ers’ costs and benefit the environment by
reducing the feed that fish-farming opera-
tionsuse, the waste produced and the trans-
portation costs to get the fish to market by
growing thematlocalinlandfarms.

TheAquAdvantage salmon isnot the first,
norwillithethelast, GEanimal. Already,
petowners can purchase “glowifish,” fish
withaninserted gene thatmakes them
glowin thedark Medical patientswitha
rareclottingdisorder are treated today with
Atryn, manufactured by goats engineered
with ahuman gene whosebiologicallyac-
tivemoleculeisexpressedintheirmilk GE
animalsonthe horizoninclude apig that
producesenvironmentally friendlier waste
and cattle resistant tomad cow disease.

Thefederalgovernment regulates GE
animalsusing FDA's“newanimal drugs”
process. Adding genestoan animal fits
thelegaldefinition ofan “animal drug”
even ifthe publicand developers find this
legal fiction confusing. The upside of that
approach isthe FDA's strongmandatory
pre-market approvalauthority, whichre-
quiresacompany todemonstrate thatany
food from the animal issafe toeatand that
thegeneticchangesdon’tharm theanimal.
Thedowaside is that drug applications
and the approval processare shrouded in
secrecy, with limited opportunity for public
participation, aspointed out by arecent
letter sentby Sen. Mark Begich (D-Alaska)
and ten colleagues to FDA Commissioner
Hamburg, (FDA released itsanalysisafter
more than ten years of private discussions
with AquaBounty.)

‘While FDA hasthe expertise toaddress
food-safety questions, it has less expertise
toanalyze environmental concemns pre-
sented by GE animals. The Environmental
Protection Agency, the Fish and Wildlife
Service, and otherfederalagencies withex-
pertise conductingenvironmental assess-

mentshavebeensilentaboutanyrole they

mighthaveinregulating GE animals.

Congress should stepinand provide
FDAwith adequate authority to address
therangeofenvironmental concernsGE
animals might pose, including “recall” au-
thorityif problemsarise after commercial-
ization. Congressshouldeliminate the con-
fidentialityrequirements so safety dataand
FDA’s analysiscould be reviewed by outside
expertsbeforegrantingapprovals. And
FDA should toconsult with other agencies
with expertise in assessing environmental
risksofanimals. Sen, Dick Durbin’s (D-111)
GeneticallyEngineered Foods Act, intro-
ducedin 2004, woulddo that,and Congress
should takeitup nextyear.

Inthe meantime, if FDA goes forward and
approves the AguAdvantage salmon, the
analysisreleased lastmonth indicate that
the filets are assafe toeatas filets fromother
salmon. The proposed conditions for rear-
ingthose fish — in two facilities in Canada
and Panamawith multiple layers of physi-
cal, biological and geographical contain-
ment —make it unlikely that the salmon
would escape, reproduce andimpact other
salmonortheenvironment,

TheFDAisunlikelyto require labelingof
AquAdvantage filetsbecause they don’t dif-
ferfromother salmon inany “material” way
thatimpacts consumers. FDA should work
with industry representatives, however,
toimplementvoluntarylabeling Goingto
the storeand findingthe GE salmon labeled
“AguAdvantage salmon” or “fast-growing
environmentally friendly salinon” (assum-
ingthosebenefitscanbe verified) could
satisfy consumers who are interested in
Imowingiftheyare purchasing GE saimon
(withoutscaringother consumers by using
“genetically engineered”). Also, FDA needs
to allow “absence” labeling that is ruthful
and notmisleading ifsupermarkets label
salmonthatisnotengineered,

GEanimals, like GE crops (which encom-
passover 80 percent of US. corn, soybeans,
and cotton), mightbecome asignificant
partof Americanagriculture, Butwithout
regulatory procedures thatare thorough
and transparent, consumerswill question
theirsafety, handicapping a technology that
potentiallyhasbeneficial applications for
farmers, consumersand theenvironment.
Congress should passlegislation that al-
lows safe, beneficial productsto reach the
marketplace while protecting consumers
and the environment.
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