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Supreme Cour tdenes  Chevron df e ence
o saluor yrker  pr etations in agenc y
goinon ketier sandsmiarf ormats

IhisMay1,2000,dedsonin Christerisenv. Harms County ,120S.Ct 1655(2000),
the United States Supreme Court ruied thet Statuitory interpretations made by
agendesinpronouncemenisthatdonothavetheforoeofiaw, suchasapnonketers,

polcy satements, agency manuials, and enforcement guidelines, are nateniied i

“Chevron delerenee” insead,“ Skidmore  deferencs’ godes Skidmore delerence,
whose namesake is the Court's deasionin Skidmore v. Swiit & Co. ,323US. 1%
(1944)sl§shtetjfm Chevron deiarerretrtm’rmbifebcbdmﬁb

erepEEos

haveihe‘pa/verbpersmb SeeleqethpDavs&Rd*ﬂdJ Perce, J,
Administrative Law §63(3ded 19 hererefier Davis & Pieroe] Thededsion
issgniicantforagricuiLialiawyers because many federal agences, ndudng the
USDA renderinierpretations ofthe statuies they adminsterinformeats thetdonot
haetefoedhw,

‘Chevrondeferencetakesisnamefromthe Courts dedsionsiieenyearsagoin
ChaevronUSA Inc. v. NaturalResouroes Deferise Coundl Inc. ,467US.837(1984).
In thet decison the Coutt held thet when the federal courts are faced wih an
ambiguous StatLiie, the courts must defer t an agency's regulation containing a
reasonetie nerpreiation of the sailie. In essence, Chevron deference analyss
poentalypresenistvoquesions. Thefrstiquesionswhetherthe siLieatisse
s ambguos. [ the saie s not ambiguous in thet it spesks diedly  the
questonatissue thenthesiatiemustbeappied. i ontheaherhand thesatie
isambiguous, the coutmust defer o the agenoy's freguisioty inerpretaion of e
satie f the nepretaion s reasoneble. The second quesion, thereloe, s

whether the agency’s iniexpretaiion is reasonalbe. Seed a8

fFacoutreaches the second quesiion, the odds favor the agency. A recert siudy
found thet cours of gppests dedsons ding Chevron upheld the agency interpre-
tatonseventythree percentofthetime. Michad Herz, JudcalReviewin Develop-

ments in Administrative Law and Regulatory Practice 1998-1999, 52 n.26 (Jefirey

Continued on page 2

Risks inaslang f or adequate assur ance

dpaf ormance
The U.S. Courtof Appeals for the Eighth Circuiton May 11, 2000 issuied adedision
denying the appedl of saveral lowa. cooperatives that chalenged jury instrudions
related 1o the question of adequiate assurance on hedgeto-arive (HTA) contracss.
Whie an lowa federal distict court found thet the HTA contradts were cash
fowardoontractsnotsubecttothefederal Commodity Exchange Ad ajurygranted
nominal damages 1 a producer on a remaining daim for breach of contract and
denied the cooperatives’ daims for damages against the producer.
TheappelatecourtoutinedtheletiersentbytheFarmersCooperativeofLedyard
to the producer, which was entied ‘Demand for Adequate Assurance of Perfor-
mance” The ktier, among aher  tings, “Siated iis concem sunounding the
substantial sums the Elevator had commitied to covering margins under the Hex
Hedge Contracts...[The Elevator] stated that various market and non-market
condiionsand developments created reasonable grounds forinsecurity withrespect
1 fthe producer] and athers who held Fex Hedge Contracts with the Elevator.
Becausedfsuchinseaurty, fine Blevaior] demandedithatfine producerprovidethe:
Blevator with adequate witten assurances of his intertt 1o perform under the Fex

Continued on page 2



CHEVRON DEFERENCEDONTINUED FROM PAGE 1

S. Lubbers, ed 2000) (@ng Oin S.

Ker,  Sheading Light on

Empical Sudydfhe Chevron Dodine
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In Chevron , te ageno/s nepea

fon of the satuie wes conianed n a

e etesivesiudina

rule that had been duly promuigated

under the rulemaking procedures pre-

saibed inthe Administrative Procedure

Act As recently as in the 1999 Suppde-

ment o ther tregise, Prolessars Davis

andPiercenotedthatthe Courthadbeen

‘Unable or unwiling” to say whether

Chevron deferenceshoudbeaccodedo

nonegiive ues suchas inepreive

ues Das & Pee, supra ,&83Fb

(Supp. 1999). They also obsenved that
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‘somemightarguethettheuncertainty
and confiding auhaiy [n the baer
coutontissseaenapatoialy
important because agency i
1Ues ae a et e ©
delerence” 4 . Theyfuther noed, how-
eq; e fnmenycasss_tedier
ence between Chevron deference and
Skidmore  deference is ouicome determi
rehe’ o.

In Christerisen v. Hams Courty e
Cout became ether abe or wiing ©

ansner e quesion tat Proessos Davis

andPiercehadnotedasremainingunar:
swered:whetheragencypronouncements
ek aesiptp Chevion o
ence. In response o adam thet a De-
patment of Labor opnion ketier that
exqressad the agency's nerpretation of
a provision of the Fair Labor Sandards
Ad wes enied © Chevron e,
theCoutn
ron deferenceddnatapy.
10 S. Ot a 165263 Spedicaly, e
Cout ued:
Here.we confront an inerpretation
coniainednanopnionketier, natone
anvedatdier, ioreampe, afod
adjudication or notice-and-comment

Christensen

Skidmore

Chrstensen  hedtet Chev-

butonyotheedenthattoseiner-
preiations have the ‘power O per-
Lk’

Id (deiorsamied)

Though the question may now have an
ansiey, the Court dd not speak n unk
son. The Courts gpinion was witen by
Justice Thomas,whowasjoined by Chief
Jusice  Rehnquist and Justices  OConney,
Kennedy, and Souter. Justice Scalads
seniedasiothehadngthetthegpnion
Heweseniiedayp Skidmore o
erence. Charaderizing Skidmore
enceasan‘anachronsm,” Justioe Scaia
qoinedta ‘nhe Chevron nidit
vohved an nerpreive reguition, the
ralionele ofthet case wes natimied o
tearet” b .a1654 Sk g,
dssenting) JusiceBreyernaseparae
dissert joned by Justioe Gnsberg, took
issue wih Justice Scalas dreraceiza:
Ind Skidmore as an “anachronsm,”
but he expressed the view thet Justice
Scalia may have been right in according
the gonon kEter Chevron deference.
Jusice Breyer mainiained thet ‘o the
extent there may be drcumstances in
which Chevron ypedeerencesig
cable-eg, where one has doubt thet

ruemaking. Interpretations such as Congress adualy intended 1o delegate
those ngpnon eiers-ke inerpre- nierpretve authory  the agency @n
tatonsconanedinpolcy sSaiements, “ambiguity” thet Chevion dossnatpe-
agency manuals, and enforcement sumpively leave tb agency resolutionH
I I beee tet Skidmore  nonetheless re-
law-donatwarrant Chevron sy terskopihviely’ U .alesBBee,
erence. Inseed, niepretaions con J, dss=rig)
taned nfomets such as opnion ket —Chiisiopher R. Keley, Asssiart
tersae entiediorespedt underaur Poessa; Unversly of Akansas
dedsnin Skdmorev. Switt& Co. Schoal of Law;, Of Counse), Vann Law
Firm, Camilla, GA
RISKS/C ontinued from page 1
Hedge Contracts” smmdaderm‘dfrran ‘ofexchange
The letter from the Fammers Coopera- yourmayfindthetsucha
vedLedyadindudedadeiedistof demand was unlawful and unreason-
femsitwould consider as adeguaie. In- able....
dudedintheistwesademandfor pay- The threejudge appelate panel re-
mentinful ofal commissonsand mar- jededthe cooperatives daimsthetthey
gnspreviously paid by the Cooponyour were prejudiced by the jury instudions
behefandaldheraosisinounedbythe and found thet “as awhoke, they faily
Coop pursuant o the Contracts.” Farmm- andadequately satedthelawappicable
ers Cooperative of Bufiao Certer serta o te dgpuie” Frely, te apebie
smir ketier o the same proclicer. oout sad ‘a miscartiage of jusice dd
Thepyirstudionsgvenbytheds- notoor’
tict juohe on the issLe of adequeie as Parties 10 conirads cerfarly can be
surance provided thet Justied in asking for “adequete assur-
Youare nstuced tet it is uhaniul anoesof perfomance”’ under avariety of
D e o a coradt for e pur- aoumsiances. The fads of ths case,
chase or sale of commodity futures however, dfer a Wid exampe o te
uniesstheransadioniscondudied on dangersafdongiinooredly. Thedea
Baky X sion [James Larsonv. Famers Coopera-
Board of Trade or ather designated five Blevaior of Bufielo Cerer, lona, et
conractmarket Therelore, ifyoufind dlcanbeiourdantenengtathip/
thet a demand for assurances const- Awwwv.ca8luscourts.gov/opndir/00/05/
tued a demand O enter ino a pur- 992954P pdf.
—Davd C. Barrett, Jr., Natoral
wesnaanarabpdotenesda Grain and Feed Assocation,
Oesgeied  cotad malet (e, t an Washington, D.C.
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GM FOODS/Continued from page 7
www.fda.gov/fdac/features/2000/
100_biohtmb>.

Sh agdion © foed gl aen
aesdfeachdhefy saesmayregr
ke the use o bioiechndogy produds
wihinthe parficuar Satie, underether
independent siaie laws (for example, a
Sae seed cartiicaion ) orauthory
delegatedbyafederalagency. MichaelJ.

Malinonski, B IOTECHNOLOGYL A w B usI-
NESS ANDR EGULATIONSILOGA|(1999)

6 See CoordinatedFrameworkforRegu-
kion  of Boedmoogy, 51 Fed Reg 23302
(Qure 26, 1986).

" Coordinated Framework for Regula-
23303(dune 26,1986). Thedualgoalsof
promoating healthand safetyand promot-
ingthe US. boechindusty are reedly
apparent when one reads the Proposed
Coordinated Framework. Proposal fora
Coordinated Framework for Regulation
of Boedhnoogy; Notice, 49 Fed. Reg
50856 (December 31, 1984). Ao, see
Unied Siates Reguiaiory Oversigit in
Bolechnoogy  (visied Octoer 26, 1999)
<http:/AMmw.aphis.usda.govibiotech/
OECD/usregs.htm>.

8 Michee! J. Mainonslq, Boedhrot
oy, Law, Business, and Regulation §
11067 & p 1187 (199). Ao s
Chart | in the Coordinated Framework,

51 Fed. Reg. 23302, 23304 (Jure 26,
1986)and  US Regugiory Oversight of
<http:/AMww.aphis.usda.govibiotech/
OECD/usregs.htm>.

9 21USCA §303 (West 1999).

© 21USCA §331 (West 1999).

1 21 USCA § 342(@) (West 1999).
Foodsanadueraieditoorainsan

21 USCA §346a (West 1999).

2 21 USCA §333 (West 1999). The
yearsinpisonand a$1000fre.

B 21USCA §342() (West 1999).

¥ 21USCA §38E)2) (West 1999).

5 21 USCA § 321(5) (West 1999).
Food addives used prior 0 1958 can
ako be "generdly recognized as o
because ofthe expetience based ontherr
common use in food.

% 21 USCA §331(@5) and (b) (West
1999).

7 2LUSCA §343(@) (West 1999).

B 21USCA 8371(7) (West 1999).

B See 21 USCA §346a. The quoted
nguege comes flom § 346ab)2)0).
The EPA has addressed the issue of to-
erances for pestiades produced by Bt
com, for example. In the case of MON
810,the EPAcondudedthatnotolerance
was hecessary and exempted the active
ingredient SeePestiodeFad Shectis-
iedFebh. 14,2000).<htipiwwvepagov/

docs/fedrgstr/EPA-PEST/1997/Septem-
berDay-10/cry.hm>.

® To reduce regulatory burden, FDA
exerases minimal oversight of producs
that are Generaly Recognized as Safe
(GRAS). Suchfoods are subjectio FDA's
section 402 broad postmarket authority
toremove unsafe foods fromthe market-
plaoe but exempt from the far more
rigorous and resource demanding pre-
maketreviewofsecion409(unsafefood
addives.

2 FDA looked expidty at boh food
and feed use of products coniaining the
“antbioic marker gene” nrodmdrln
theFwSavrtomoatol
g hoh o te kdhood
o thergpeuiic antiioics (he gene dd
nairhatheusededingantoics
npeope)andiorthepoenidofgeneic
fow 1o micoaganisms (nor dd i cork
thuesUbsanialyohederadevelop-
ing resisence). FDA conduded thet the
gene was safe. See FDAS review docu-
ment at <htpimcsanidagov~dms/
OPA-ARMG.HTML#1> (Visited Septem-
ber23,19:9)

2 Because the dbjective of most modk-
faiorssbefledsomekindddange
incomposition no matter how smal, one
oould argue thet a geneticaly engineer-
ing food cannat be exadly equivalent.
Thisislrgytheargumentafthosewho
question the safety of any GM food. In
pade, hee b an iedie cosle
tionprocesshetweendevelopersandFDA
through which it is deaded by muial
consensus whether pre-market approval
should or should nat be required. FDA
provides guidance to the developer ona
caseby-case basis. Personal communi-
cationsfromDr. Bruce Chassy, Professor
and Head, Department of Food Science
and Human Nutrition, UIUC.

2 Satement of Policy, Foods Derived
From New Plant Vareties, 57 Fed. Reg.
22983 (1992).

# The conoept of subsianial equiver
lence as appled to GM foods wes fist
used in an OECD publcation, "Safety
Evaluation of Foods Derived by Modem
Biotechnology: ConcepisandPrincpes,”
1993, avalable at <htiphwwv.oecd oy
[ostistis_thiotechorodMODERN pdf>,
aonessed Odober 10, 1999 ks arepat
o a goup of 60 experts fiom 19 courr
tries, nominated by therr govemmens.

An Odober 7, 1999, afie in

oo evevOiLs
dequvalenceinevaliaethesalgly of
GMfoodshas drawnquickrebutials. See
<http:/mww.biotechknowledge.com/
showlb_usphp372167>, accessed Octo-
ber 10,1999,

% See Satement of Policy, Foods De-
nved From New Plant Varieties, 57 Fed.
Reg. 22983 (199).

7 U.S.Foodand DrugAdministration,
Foods Derived from New Plant Varieties

d"'

Nature ,

DerivedthroughRecombinantDNATech-
nology-Final Consuitations under FDA's
1992 Polcy (visted January 31, 2000)
<http://vm.cfsan.fda.gov/~Ird/

3 DavdA Kessker,MicheelR Taylor,
James H. Maryanski, Eric L. Hamm,
LindaSKah, TheSallyafFoodsDevet
gpedbyBolechnology ,256S0encel 747,
1749 (1992).

2 FDAddatrequIrespedaliabeing
for the Hawr Savr tomato because the
newtomaio wes nat sgniicanty difie-
entfomthe range of commercalvariet:
ies referred o by that name. Honeve,
Cdgene(lhedazelqwoﬂfthvrSewr

3 Seeeg, The Sound of
Unsound Science: EPA and EU Regula-
ton of Bt Qgos ad Efeds on Nore
Taget hssas (vsied May 16, 2000)
<http/Amwv.greenpeace.orgi~geneng’>.

2 See Food and Drug Administration,
Bioengineered Foods (sied May 16,
2000). <httpAmwvfda.goviochioedy
defaulthtm>.

2 Seeeg,NaionalResearchCound,
Genetically Modified Pest-Protected
Plants: ScenceandRegulation, atChap-
ter 4: Strengths and Wesaknesses of the
Current Regulatory Framework, p. 143-
180(2000). Ths pubicaiion s avaleble
from National Academy Press and is on
the Iniemet (vsied May 16, 2000) at
<http://books.nap.edu/catalog/
9795.htmb>.

*1d

% TheWhie House Ofice ofthe Press
ces Announoe Food and Agricuttural
Boiednoogy niaives: Srergthening
Science Based Regulation and Consumer
Access o Information (sied May 9,
2000). <htipzAmwvpubwhitehouse.gov/
urHres/I2R?um:pdizloma.eop.gov.us/
2000/5/4/10text.1>. This FACT SHEET
canbe acoessed troughthe web stefor
White House Electronic Documents,
<http:/Aww.pub.whitehouse.gov/WH/
Publicationshtml/Publications htm>,
and searching for Fact Shhets issued

May 3, 2000). Seao |, Food and Drug
Administration, FDA to Strengthen Pre-
market Review of Bioengii Foods

(visted May 16, 2000) <http:/
www.fda.gov/bbs/topics/NEWS/
NEWO00726.html>.
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Reguatngf  oodsder ivedf om genetical
by Donald L. Uchtmann
Genetic engineering offers much prom- consumed in the United States. 4 The
ise ! Paceled berelis ang fom s foundation for thet reguisiory scheme is
gppication 10 agicuiure and the food found in the Federal Food, Drug, and
industy induder CosmeticAct(FDCA)andtwosignificant
+ Cheaper and more abundant food pubic poy saiemens, d tee of
* New foods of higher quaity and which are desarbed below.
gregier utity for the consumer
* Reducedifood produdioncosisiorthe Genetic engineering and food-
farmer safety: key federal polides and
+ Reduced use of chemical pestiodes statutes
andthe accompanying reducioninenvi- The 1986 Coordinated Framework for
ronmental degradation the reguiaion of bioiedrobgy
+ Job aesiion, espeddly in aourniies Boedndogy — poduds,  indudng foods
at the leading edge of boechnalogy re- deied flom geneicaly egneeed  aops,
search and commerdialization are regulated pursuant t a coordinated
+ Savigdfawaidfoodaisspoent framework announced in 1986 by the
tely arising from ward popuition i+ White House Ofiice of Scence and Tech
Qeass. nologyPoicy. Relyingonexsingfederd
laws, the coordinated framework assigns
e s an agy f ids 2 and sooedl eral agency for each categary of product
conoems indudng: e ° For example, the Food and Drug
+ Known food saiely, agiouud, or Administration (within the Department
evomed  Hs eg, dAges anew of Heatth and Human Services) is the
bederaressiantivanticics aranew lead reguistory agency for genelicaly
“super” weed engneered produdts in the categary of
* Unknoanfoodsafety, agricuiural or “foodandfoodaddives’eventhoughthe
environmental hazards Food Safety and Inspection Service
+ Concems about biotechnology's im+ (within the Department of Agriculture)
pact on the studure of agiculure and hes jurtscicion over mest and pouity
the number of “family’ farms produdts. Where agency responsbiiies
+ Concems about biotechnology's im+ o auhories adon or overigp under
pact on coporate mergers and the ac- exstinglaws,thecoordinatedframenork
companying concentraion of economic Seis out prindples for coodineted and
power cooperaive reviens. 6
+ Bhicalandreigous conoems, about Some background: In the mid-1980's
petenting genes and about both using a numerous federal agences had already
technology to move genes among organ- amassed considerable experience regu-
isms which do not naturally mate and laing agricutural, phamaceuiical, and
reoesdy aedndogy e diess the ather produds developed by tradiional
mamdtr@fmrthnmm genetic manipulationtechniquessuchas
sekedive breeding nthe g of 1984
the Reagan Administration formed an
The gppartunty © gean sgniicant interagency working gqptoomsider
berefis  fom gereic  engneening, oouped the adequiacy of the exising reguisiory
wih some ks and sodetal conoams, famework as the basis for reguiaing
causes genelicengneetingandis prod- new producds  of  hioiechnology. Ths work-
udsiobebohcontoversaland subect ing group “sought o achieve a balance
togovemmentalreguiation. $Te atk between reguiation adequate to ensure
focuses onthefederal reguiatory scheme health and environmental safety whie
niended O assure that foods derived mainaining suficent reguisiory flex-
from geneficaly engneered parts are bityoavodimpedngthegomhafan
Lstas saie o consumers as aher foods it industty” 7 The working group
pubished Naice of is Proposd for a
Coordinated Framework in December,
DonUchimam s a Professor of Agiicui- 1984, and announced is  reguatoy  poicy
tral Lawin the Department of Agriou- in June, 1986. Present in bath the 1984
tural and Consumer Economics, Univer- and 1986 Notices is the working group's
siy of linos at Ubana-Charmpaign. oondsson  tat eding bws as aurenly
BS 1988 Lhiedy o hos MA administered by exising agendeswould
The Unversity of Leeds, England, 1972 adequatelymestthereguiatoryneedsfor
JD. 1974, Cevelad Sae Uniersiy. produds of the newer bioiechnaloges,
HesafomerPresentofthe American forremostpat
Agriouttiral Lawv Assocation. Under the Coordinated Framework,

yengineer eda ops

Selected categories of produds poien

tely podmd by boechndogy

and the spediic agendes gven pimaty

resporshlly for gpprovng ther com-

merdial use under existing lans are; 8
| passeedspapess aviaatan

reguisied by the Animal and Plant
Health Inspection Service (APHIS)

of the US Department of Agriculiure.

reguisied by the US Environmental

Protection Agency (EPA).

- bodactivesardioodt reguisiedby
te Food and Drug Administration
(FDA)of  theUS.DepartmentofHeath
andHuman Services (FDAactuallyregu-
liesalfoodatherthanmestandpoulry
produdss, theFood SafetyinspecionSer-
vice of USDA hes risdicion fordomes-
fic vesiodk and poulty produds, and
BPA seis 'tolerances ' for pesioce res
duesinfood; butFDAs the lead agency
fordfood andfood addives)

Example:New Bt aon \aiees (s
geneticaly engineered o produce apro-
tein toxic to ELropean Com Borer) have
falen under the reguiaiary jurisdicion
of all three agences-USDA, EPA, and
FDA Forapariobrinedt B an b ke
commercialygrownintheUnited States,
itneededtobeapprovedby USDA-APHIS
(eg.apdiionfornoeg iedsal s’
needed to be approved), which would
consider whether the plant would be a
‘Plant pest’ and would prepare an envi
ronmental assessment. The USDA ap-
provalsiniendeditassurethattheaop
would notbe hammiulto agricuire con-
staing boh is bereds (ledive cont
ol of European Com Borer) and s
shortoomings (possbly speeding the de-
velopmentof Bt fessiat pes).
B con pants conan ther oan toxc
proen, i wes also reguiaied by EPA,
which hes responsbily ©© assure the
sty ofpesides Sneetre
inendediohefedipvesiod processed
N con syip @ snesenen foruse n
ot dinks, o mecke b aon Bles,
FDA also had reguiatory jurisciction. To
summarize: A company bringing a par-
ey d B conothemaket
place needed to approach USDA, EPA,
and FDA and meet all their reguiatory
requirements: USDA would determine
thetiwassaletogon, BPAthatiwes
safeforheenvionmentandFDAthatit
wes as s D eat as dher foods @
though FDA would not automatically
reviewand formally approve the product
before t entered the marketplaos). Not
al geneticaly engineered aops woud

Because

Bt ans
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A wihn te usddon o d thee
apenaes hu Bt consaetadoss

The 1938 Federal Food, Drug, and
Cosmetic Act

Regadnghesaiglyoidioodindud-
ing food developed from biotechndlogy,
the key legisaiion is the 1938 Federd
are expaEly Iyicart

- At §402. Adulterated Foods. Sum-
mary. The aduleration of food and the
ntrocdudioninfo intersiate commerce of
addesied food 5 pohbied byte Ad
Foods are deemed adulterated, for ex-
ampke, ifthey contain any poisonous o
deketerious sUbsiance ina quantiy that
adnary renders the food inuious ©
hedh  * TheAdprovidesaiminalsanc
forstonvickindfispratiedads, L
and perhaps more significantly, by
aimnaizingoonduct theActprovidesa
founckionforadietly. Sedn A2

°Trefd

isakohesaiLioybessoFDAS'
market " authoity 1o remove food fom
the marketthathas beenfound, through
expeience or ahewise, o be unsaie.

- Act § 409. (Unsafe) Food Addiives.
Summary. The addion of an “‘unsafe”
foodacdivetoiood arteiriroolicion
N inerstate commerce offoodwihan
‘Unsale’ food addive, 5 pronbied 1
Food addives are ‘Unsaie’ unkess, for
eampk teaddieandisuseaen
conformitywihafederalreguiaionpre-
sabig the condiors for s use 14
Substances that are “generaly recog-
nized as saig’ (GRAS) by scentsis are
eduded fomthe defniionof food ad
M’ardlfeehe,mﬂhem
(Unsafe) Food Additive. 5 mporantly, §
40 & the bess for FDAs anly “ e
market " approval requiements for ge-
neticaly engneered food or any ather
food

- Act § 343. Mishranded Food. Sum-
mary. The mishranding of food or intro-
dudng mishranded food ino intersiaie
commerce s prohibited. 16 Foodsarems-
bandadiiorearpe hebbdsile
or miskading. =

- Ad§701. Reguiationsand Hearings.
General authority to promulgate reguia-
fions for the enforcement of the Federdl
Food, Drug, and Cosmetic Adt is de-
egated o the Seoetary of Heath and
Human Services (the “departmental
home” for FDA). 8

- Ad § 4083 Pesiace Tderanoes.
Summary.Foodscontainingunsafe’lev-
s of pestiade resdues are brought
within the meaning of § 402 Adulterated
Unsaie leveks of resilies indude those
exceeding the ‘tdlerances” estabished
by EPA. The Administrator of EPA is
ghven the authariy 0 issue reguiaions

thet esiatdsh, modly, o revole ol
ances for parour pesiade resdues.
Suchtlerances mustbe “safe,” meaning
generdythet theresareasonebecer-
tainty that no harm Wil resut from
apeRe eqpoue..” 1

Whadefoods suchasiiuis vegetabes,
and gains, generdly are ot Lt
premarket approval under Act § 409
(Food Addiives) because such foods are
generaly recognized as sale (GRAS). 2
But shoud a genetcaly engneered  whoe
food be sUged o St pemaket re-
view and approval by FDA? FDA gained

conductapre-marketextensiveraviewof
theFavwSawtomaiouliznganeval-
ation process gpen to public comments
and a deasion process gpen o pubic
sauiny. 2 Theraionaeforthepemar-
ketextensvereviewwastheunceriainty
about whether the geneticaly
Hawr Savr tomato wes “substantially
equivalent’ D extsting tomatoes, which
aeremgizedasske finesnatsub-
santely equvalent © exdsing ome-
toes, its transgenic food components
woudbea'foodaddive’ (e natiGRAS)
and the food would be required © un+

engneered

neered tomato counterparts. More im-
patanty, the expenience ganed n the
Faw Sawrconsderations contributed o

the development of FDA's 1992 Poiicy
Statement regarding foods derived from
new pant varigies.

FDA's 1992 poicy statement foods
FDA's 1992 policy siatement dariied
FDA's legal and regulatory framework

forfoods derved from new plant veriet

ies, induding new varieties developed
through genelic engneering. It esiab-
Eheda'sendaddicae’orhedeve
opersafnewanopvarietesregardngthe
tesing necessaty 0 assure thet foods
asng fom te newpat vaigies would
be as s as oher foodk. |t povded
guidance astowhenanew plantvariety
would trigger the premarket approval
recuirements of § 409. And it provided
guidance to producers regarding when
theyshouldvoluntarilyconsuitwithFDA
regarding various issues. Under this
framework, foods derived from genet-
calyenghneered aop\ariefes e regL
liedusinganapproachidenticalinprin-
gpeothetappiedioioodsdenvediom

- 5
Under FDA's 1992 polcy the safety of

food ad & reguEDYY SEiLs (6 pe

market approval required or nat?) de-

pents on gpedic daraderdics of the

foodandisinended use irespedive of
the method by which the plant variety
wes developed. In otherwords:

* fanewpanvargy foreanpe,a
new Bf vaiglydfaan)siendediobe
used as a food, the saity of thet new
varielyisgeneraly determinedbyexan
nngthe kely pesence diodcanis o
degensinthefoodand any changesin
rutiional vale;

+ the mere presence of ransgeneic
meterl (nudeic aoos) inthe food does
rumggertfeuemketFDArevaN

ﬁrsemrerwmdneﬁrgtms,

then (@) the food 5 nat sUbsianialy
equvalent tofoodsakeadyontemar
ket () te‘rew’poens ec winot

be GRAS, and () the food with ‘new’
PoEns eC, Bt bhe pemer
ketreviewand approval requirements of
§409 (unsate food addives)

For example, T the genes in a new
plantvariely exoress themsehes infood
& me poenswecenethatsnest
enerwoud igger the submissonofa8
409 food addiive pediion by the com-
panyandmandatorypre-marketapproval
byFDA Butthemerepresenceof recom-
bnant DNA inthe food, by iseff, would
nat tigger the pre-market approval ap-
paatus. %

Acompanycouideasiyhave questions
about food flom is new plart variely.
For eampke, i the food subsanialy
equivalent o exsting foods and thereby
generaly recognized as safe (GRAS)? Or
is premarket approval required? The
1992 poicy statementprovided guidance
onwhenthe compary should voluntarily
cosubwihFDAoNscentiicissues the
design of appropriste test profooks,
whether afood addiive pefion under §
409 would be required, and the require-
menisforlabeing. Athough the consuk
taions are tednicaly vouniaty, they
have become partafthe sandard of care
expeced ofindusty and are reevartin
deemining oM By n casss i
voving unsatie food. As a pradical met
fer, thevouniary consUkgions are e+
tamount to being mandatory.
completed constitations can be found on
the World Wide Web. 2 Ahepil e
nationofwhenacomparty should consuit
with FDA, and a decision diagram show-
ingtheaitical porswhen consuiation
dSeEee 2

FDA's 1992 polcy also addressed la-
being of foods derived from new plart

Continued on page 6

MAY 2000 AGRICULTURAL LAW UPDATE 5



GM FOODS/Cont. from page 5
vatieties, inoLoing planks developed by
genetic engineering. The FDCA defines
thenformationthatmustbedisdosedin
bbeing. The Act ko recies et al
leboeling be tuthiul and not miseading,

butichesnotrecpiredsdosuenEbe
ing dfinommation sody anthe bess of
consumer desire o know.

FDA requires specdl bbelng if the
compoasiion of the GM food difiers s
niicanty fromiis conveniional counter-
pat For exanpk, fa food coniains a
major new sweetener as a resutt of ge-
netic modification, a new common name
oratheribbeingmayberequired.
by, Fa new food coriars a poen
dervedfromafoodthatcommonlycauses

S 11

alergcreadions(andthedevelopercan

nat demonstrate thet the proten is not
analergen), BbeingwoLidbenecessary
to alert sensiive consumers. Regarding
thenesdivbhdafoodjsthecausets
fomageneicalyengneeredpantvark
ely, FDAdoesnotrequirefoodsproduced
from GM aops o be specaly bbeled. ®
FDAsaioreesthatthesnobessd

as a dass from foods developed through
ather methods of plant breeding.

Geneticengineeringandfood-safety:
some key regulatory issues
The use of foods derived fiom geneic
engneeting has been controversial. Sl n
the Unted States, the FDAhas addressed
ths contoversy by hading a seties of
pubic meeings in bie 1999 ed ‘Bo-
techndlogy in the Year 2000 and Be-
yond.” These meetings, held in Chicago,
Washington, D.C., and Oakland, have
senvedasafounfortheaingaiviens
from experts and lay dizens regarding
the aunert reguiaion of foods derved
from genetically modified plartis. Asaim+
ping of these issues appears below and
transanipis from these meetings can be
cbiained flom the FDAS nemet sie. =

Newtechnology andapatctworkofold
s dbestrepachwakaaberegss
ton provide an ackequie st iy basis
rhereguaiNdnewiiks assoaaied
wihpod asatheatigedhedied
noogical imnovation? The Coordinated
Frameworkreliesonapatchwork oflaws
suchasthe 1938FederalFood, Drug,and
Coamelic Ad as the Satuiory bess for
thettheselanswerenatenadedioregu-
late biotechnology and have been
oy nert Others age lmnhe lans

cepspresertinthelnspovceiedl
iyto agendes as they promulgaie rues
and regulaions which are the heart of
teregEny elot
Reguaigiheprod i natheprooess:
shoud GMfoodks be subect b a separaie
reguiainry scheme becase they are de-
iedfomageneicengnesigprooess
ashatiteyberegubedikedater
bodswheetebassanthedaace-
Bsatepod a? Conssentwiththe
Coordinated Framework, FDA currently
foousesonthe dneraciersicsofthefood
produd;, nat the fadt thet £ may have
been produced from a plant produced
frdmhepooessdgenelx:ergeemg,
in determining how it is reguiaied. For
example, foods derived flom B ana
Roundup Ready soybeansare notsubject
to a separate, mandatory regulatory
scheme. Honever, they are sb]ed oa

through genetic engineering makes GM
enty dierertids andshoud besub-
toalfooosonivedtiomgeneicalyengr

neered parts.
Preimarket goproval and subsiarial
eqiaerce  sold a ok deied  fom
geretcaly modied phris be et b
mandatory pre-market approval, even
badthaughtio be ‘subsianialy equive
et o is nonGM couneipart? Most
foods have natbeen tested and approved
by FDA before coming to market. Under
aurent laws and reguiations, the anly
foods subect t FDApemaket  approval
(FDCA, §409-Food Addiives) are foods
coniaining added substances. Under its
1992 policy statement, FDA does not
generaly require pre-market approvel
for geneticaly modiied foods — it viens
the GM food as GRAS urless there is a
iatdieeenispoas -
bohydaes, etc, compared o the foods
norntGM counterpart. Only if there are
sonicantdiierences spemaketap-
provalrequired. Todate, mostofthe GM
foods reviewed by FDA under its volun-
tary consuitation procedures have not
beenvienedassonicanty diierent, so
most GM foods have not been formally
reviewed and approved by FDA before
eneingthemaiket Ciicsargue thet
no GM foods are exadly equivalent
their nonGM counterparts; therefore,
dsodbesbedbteesigpe
market approval requirements applying
piood adtlives.

saibed in FDAS 1992 Polcy Staierment

be made mandatory?  Athough tedhn-
and.ray teteatdfode

ity makes the consultations tantamount

o mandaiory in the eyes of the comper

nies. And FDA belleves al companies
thathavebroughtgeneticalyengineered

foods to market so far have particpeted

in the vouniary consuiiations. The re-

susofthosecorsuiaionsareavalbe

to consumers under the Freedom of In-

formation Act, and FDA has asked the

public for advice about how it might

maketheconsuiiaiondataavalabeina

more userfiiendy manner. Criics ar-

gue that the vountary nature of the

consuaiion, onis foe eodes comsumer

confidence and, in a procedural sense,

does nat povide the kind of “‘sunshing”

on the deasiormaking process that a

mandatory consuliaive process would
Labdhgadaleges bynatbbeing

al gereticaly engineared foads, 5 FDA

puig e bk & gedr ik of i

gesting a new alergen and sufieing an

abge readar? FDA does nat belleve

thetaGMifoodt

analergicreadionthananonGMfood.

knoies thet about nnely percert o

food dlages nthe US. are causad by

aonsmk egos Ehand shelish tree

nuts, wheat, and legumes (especially

peanuts and soybeans). Under existing

pocy, ocompanes must geredy © oo

sumers on the food label when the food

contains a gere from ane of these com+

monalergycausingfoods.F-DAaksond:

caie thet any ofthe new praieins intro-

duced inio food by GM foods Wil cause

dages. And, in the unkely doum:

sancethathe GMiooddoescausealer-

gereedions, FDA cenexercseis post

marketauthoritytoremovethefoodfrom

sores jptastwoudwihunsaiefoods

resUing from ather remoke ids. Qi

icsarguethatanewproeninaGMiood

ooudtheoreticalybeanewalergenand

thereisnoknonntesttatcanassuret

isnat; therefore, consumearswhowish o

choosenonGMfoodsasawayofavoiding

a ‘new alergen’ ik camnat |l which

foods might be geneiicaly engineered.

gereial/ergheeredibadsbebbekdip

alow consumers b choose?

morecomplexthanitwouldfrstappear.

Shouid foods containing some threshod

of GM ingredients be subject to manda-

foybeingorshoudinelbbeingpoiy
splyaow(estourenty aons) the
food industy to segregeate, abel as“'GM
Free,"andsupplyfoodsthatarebelowan
established threshold for GM free? How
do we best use the imied amount of
‘ebelspacs”avalabie?Howdoyoulabel
geneticaly egneeed foods wihout  mis-
leading the pubic?

Getling maximurm bang for the reguiia-
toybudc FDAweregivennewfnding
b impoe te saBly of bad wald t
makesenebinvestttiosenevaolrsin
amtaiy the 1I8s of gereicaly ek

neeredibodorcombatigatheroodsacl
taminants (subsiances ke leed or dox

Thesses
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ins) probably pose much grester ridks o

thesatetyaftheioodsupplythengenetc

engneeing. Inlghtofthis shoudnew

funds be invested in new programs to

o in expandng FDA's capedty to con+

duct premarket reviews and approvals
" el herg

neered foods?

Narrow regulatory mandates: do the
narmow SiatLiory mandates o agences
ad relgous dmengons of boedve-

o FDA for eaypk, b saioly o
cusad onfood safety andbelng issues.
FDA has no statutory avthority 1o ban
GMioodshecaLse dfetrica oreigous-
the statutes should empower the agen-
aesiolookbeyondtheraurentsoopedf

cd ad relgos vens ae enidy  poper
a6 a hess for indvidlAl adiors eg,
consumerboycats. Theyargue, however,
thet agendes should nat be enforeers of
ehics or relgon because such a e
would raise the issues of ‘whose ethics”
and ‘Whose relgon’” inseed, such &
s,ssinﬂbedebtedbifepdm

any impact on agency ruemaking), or
they must resart o publc proiesis and
oM dsobedience f ey are © dher-
wee'\e'ter beks) Fiwae pos:

e thoughsome resauion aftre b
being issue, ibemponerthese peope o
choce, such a resoluion might bring
greater dariy o the arguments about
health and ervironmental risks and de-
fuse some of the pubic proests about
geneticaly engineered foodk.

Conclusions and recent develop-
ments
Howhealhystheloodksaely reguiaiory
scheme

How healthy is the regulatory scheme
forgeneticaly engneeredfood? Thereis
considerable evidence thet the reguia

mmﬂsgsae&rprﬂw

fesforine pudcand sterticexperts

0 be heard, and for boh the reguisied
(the researchers and companies)and the
inended benelidaries ofreguisiion (he
consumerandthepubic)ofulypartic-

pete. It generaly operates in a manner
tetinsks pubdc conidence: Es d

namic and undoubiedly wil continue to
evale. thes been tesied by conrover-
sialissuesinthe pastand has managed
O eoe ad adgpt successily
ing stentic dsooveries and palical

regles tsdiioimegetea

fiuly enoneous reguisinry dedsion re-
garding biotechnologywouidbe made, or
sand very long f it were mede. Ether
consumerssoenisisthepubicatige,
thecoushelgsbilie atheinaess

ingly important intemational commu-

vere.

Can boiedwetaied bodsaely regue
ton be improved?
Our system of reguiating biotechno-
ogy snatapeedsysem 3 We should
oconinue b evaluate boh the reguistory
System and s spedic reguisiny ac-
tions. And we should coniinue t work
diigenty o defy  where impovements
canbemade. Forexample, regardingthe
sysem of hoech  reguaion, shoud  there
be some reamangement or consolidation
ntheagencydesoutinedinthe Coo-
dinated Framework? Does the system
strie the appropriate balance between
formal governmental reguiation and the
lessformalreguiationafoonsumerchoice
exercised through the marketplace? Has
the sysem studk the comect balance
betneen our sooely's insdliale desie
for saiety and s insalieble demend for

o dang

ing? Towhatextent shouid our domestic
regulatory scheme be in harmony with
the schemes ofrading partners or defer

D inemeaiondl treding ues?

Regarting spediicagency acions, can
FDAfind some resoluion ofthe labeing
issue (perhaps some guidance for volurk
fay Bbeing as wes developed for o
ganic foods)? Should FDA make its 1992
voluniary consulation procedures mar
datory? Can the food tesing and ik
analysis data developed inthose consu-
taionsbe more readly avalble b oy
sumers who want that informeation, per-
hapsthrough“Food Safety Assessments”
that would be avalabe on the inemet
and fundionaly analogous 1o the Envi-
ronmental Assessments of agency ac-
tions required by the National Ervion
menia Poicy Ad? Are there other ap-
proaches o these and ather issues that
would betier serve the pubic inerest?

InaPressReleaseissued May 3,200,
the White House announced plans to
srengthen scencebased reguiation of
biotechnology and consumer access to

caliorheiloningsepsiegadingiood

+ The Food and Drug Administration
FAWBesesDesuetets
informed at least 120 days before new
agiouiLralbioechnology aops arprod-
uds are inroduced ino the food supply
and Wl propose thet submited infor-
mation and the agency’s condusion be
mede avalbble o the pubic.

- The US. Deptartmentof
(USDA), FDA, and the Environmental
Protection Agency (EPA)wil supportan
expanded program of competitively
awarded, peer-reviewed research focus-
ing oncunentand fulure safety issues.

+ FDAW develop guideines forvo-
uniary efforts o Bbel food prodLos unk
obrlmrajlﬂuiyascxrmﬂgcrru

te pars

- USDA, FDA, EPA, and the State
Department will enhance domestic and
foregn public education and outreach
adiviies o improve undersianding of
thenatLreandstrengthofourreguiatory
Jrocess.

Ontherface heseiniativesseemio
be a reasoned response intended o im-
prove a regusioy scheme thet s aur-
rentysenvingU.S.consumersauitewel.
But the detals Wil be importart, and
they have yetto be developed.

1Sxeg |, Food and Drug Administra-
tn  GenetcEngineering FastFoward
ing ToFuture Foods (afdereveadFeb
ruary 1998 and visted May 16, 2000).
<http:/Aww.fda.govibbs/topics/CON-
SUMER/geneng.html>.

2See Gerad C. Nelson adal, The Eco-
nomics and Polics of Genelically Mok
fied Oganisms in Agcuture: Implica-
tions for WTO 2000 ,a2(199 Bue-
tin 809, Novermber 1999, Ofice of Re-
search, Caege FACES U.ofinosat
Urbana-Champaign).

3For an excelert, hief dsousson of
the contemporary seting of biolechno-
pudc conoemn, e te Peace ©Na
tional Research Coundl, i
Modited PestProiected Parts: Saence
and Reguiation (2000) . Thspubdcaion
is avalable  fom National Academy Press
and s on the Iniemnet (visied May 16,
2000) at <htipbooksnapeduicataloy/
9795.htmk>.

“Regardingthesafetyofbioengineered

foods generaly, see US Food and Drug
Admin, Ae Foods Safe?
DA Consumer Magazine Jan.-Feb. 2000
(visted Jan. 31, 2000). < htps/

Continued on page 3
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