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Foodstuff

‘Genetically Modified
On the Label Means
. Well, It's Hard to Say

Att&mjpt at Clarity in UK.
Brings Much Confusion;
/g;! FDA Studies the Issue

‘N 0!1~(§3M*

fsn't ‘GM-Free’

By Srave Srecranw
Staff Reporter of Tinl Wart SOHERT Jounsy,

LONDON —11 seems siraple snough: Let
consymers know when ev're bhuying
ipengineersd food by requiting a Iasbel |
H#'s an jdea being promoled heavily & the
iL%, by groups such as Greenpease and
friends of the Eorth, and even hy somp
members of Congress, .

Bui 5 trip up od down the supermarket
aistes of Hrilain, which &as required such
izbeling since March, shows the new iaw
hesn't exacily made things easler Jor
discerning sigppers. Rather., it has
spawned 3 bewildering arcay of markeling
claims, counterciaims grd aulright conthi-
tictions thal endy 4 food scientist possibly
would unravel .

Take cheess. One supermarkel ¢hain’,
mere {abels I8 chesse a3 being “made -
using genelio modification,” the European
salchwerd for Sioengineering. But other
supprmarieel chains, whose cheese 1§ suade
exuctly (e same way. haven't changed

iheir iabels, saying the cheese iself con- |

Lains ne genetically modified ingredients,

* Then thers's Birds REye frozen bes!
migers, The taked oo a box purchased st
week states thal one ingredienl, soya °
protpin, i prpduced from gepsdically
madified sova.” But & spokesmae for
maker Unilever PLE insists that the soys
s gensbeatly modified. The company
has reformusaied the product, be expiaias,
bul hiag yet 16 fepinde the hox,

¥es oy No?

Cenfused wet? Then stan awer the
small print s & Haagen-{iazs chopolate-
covered icecream bar. No genetically
moditied lugredients fsted thers. Hut con-

+ gumers who guestion the company sbout i1 -
are send £ letiar ¢l4ting tha! the hary
choceiate coalimes, it fact, contain So¥s oif
that ey have been deriwed from gened
tealiy modifind soya, Dt it Is HWentieal to
any other soys oil and therefore does ot
contain any genetically modified mate.
138l The letter pods, “We €, however,
investigatiag whether there ave suitably
alternative oiis” )

All of ihis may seem puzziing 8
American shoppers, who so far aren't up in
arms gyver whether toe food they buy
inciudes ingredients that heve been tin-
kered with in & Inboratory, After ah,
that's atready the case with many U8
produets. But Europiest CoRsumsrs. who
hitve Tived throngh such recent food seares
s beel Hnked o “mad cow diseass,
saimonellz-contaminated egys and diczin-
tainted animal [eed, sre taking no
chances, even dhough there's so proof that
nisenpinzersd foods pose any heslh
risks.
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Monster Mash

The regull has been 3 bicieoh backlashs |

il g4f Thmes borders on hysteria. In
Britain, iabloid newspapers rontinely refer
tg genetically modifies produeis as “Fran-
Kenstein food.” (ne prisoner sven wenl on
a tinger sirike demanding that ao geneti-
cally modifisd food e served o inmales.
Crithes say bloenglasered foods offer
consummers N9 obvious besefit and thut
despite industry and goversnment assur
ances, not enough research has been
dote W assure they are sals. Environmen-
tal groups have expresssd concern thal
geneticaity modified plants comid have
unintended side effests, inchiing kitling
bensticial insects and, through the spread
of polien, promoling growih of herbicide-

resistan? “soper weeds™ angd antisisticre

gistant "super bugs.” Others fear peneti-
cally modified foods coul cause danper-
s gHergic reactions in some people, - -

In responge 0 wldespread comsurner
outcry, the Exropezn Union last year ap-
proved legislation ihat required its B
member countnies o begia labeling ali
freds thal comfain penefieatly ruodified
ingredients, namely corn and soybeas in
which new genes have been addet io
provide raits such as insedt reststance,
American Beverberations ,

While no such plans have been as-
nounced in the 1.8, the Food and Drug
Admintatration said jast week that 4 plans
hearings sroend the counlzy this fali o
gauge public opinionon the issoe, Alresay,
several American heatth-tond companies
fave bepun slapping kibels ox their prod-
ucls deciaring thal they contain o ganeti
cafly modifiag ingredients,

Hut before Arerica leaps inlo manca.
tory labeling. the povernment, retailers
ind consurer groups mighi wint v (eke gy
look i the Iasreaching ImDact such 3 law
£35 hadt in Britain.

Waen the Eurepran Union introduced
it legishation tas! year, Britain's agricul-
lure mimster ealied H "0 triomph for
consumer righis io beiter information.”™ -
Aritain weal on to enact the foughes(
labeling standands in Europe, requiring
gyen restaurans, eaterers ang bakers i I
fist genetically moditizd ingredients, Vig-.
tatlens are punishable by fines of as moch
as 38,380, and ihe goversment siys it
intends tp condust surveillance, inchuding
independent tak tesiing. )

“PHis.is not 2 heaith issue in any
way,” saye . R. Bell, head f the povern:
ment's additives and novel-foinis givision,
2e4ing thal is ministry belinves {he latest
bioengineered products arg safe, “'Thisiss
quesiien of chotee, of cansurey chaite.”

- But, ip faet, 3 a direct result of the fabed

“ing law, thers s hupdiy any cholce row st ail,
Thut’s betuge Britaln's new baw sparked a
mat rush by manufacturerss. retgilers ang
restaurant chains o rid theiy products of
any genetically modified ingredients so they
wonkin't have {o glier their labels and risk
losing gales. Even some pel-frod manufac-
turers are claming thelr prodests satain
asgenelicolly mogditied ingradients.

Among the thousands of prodicts soli

in Britzin that now ¢lods a0t 10 ¢ontalin
any GM ingredienis are Pilisbury UK
Lid.'s Green Giant vegetables and Oid Bl
Pase Mexiean food, Rellogg cereals and
Unilever's Van den Bergh Foods Beanfeast
line. A spokesysin for MeDonakd's Restau-
ramts Lig., which opeeates 1000 restau-
yants in the United Kingdom, says, "Wedn
nit ase any genetically madified products
or ingredients that contain gesetieally
modified material,” He addy, however,
that some ingredients, such s sova oif
used i REamburger huns, Tomid have
come [rom g souree which itselt is geneti-
caily modified at gone point.”

69

The rush o keep products from ey
branded 48 bloehgineered js hardly sur-
prising. Wasn 1. Sainsbary 1L, 3 super-
aarket chuin, begun selling a Sieessr
neared malo miier under 15 own brand
in 1898, gales Inltinily exceslod other,
mere expesiive brands by 3%, tieugh the
prtuct’s label volunteered that if was e
neticaily modified. But as the GM conbre
versy hpiied up, siles Stowsd and, by the
end of fast yaar, “unsolyiely fell thranyh
the {loor,” says Alisen Anstin, Suinsbury's

nvirenmentdl manager. The product has
slnge boen ken off the market by U5 cre-
atur andg disiributer, Zoneca Plin Science,
g unjt of AstraZenees FLO, - -

Having gotien the message that cone
sumsrs 4on't wanl bickagineersd foads,
Sainshury’s  and  other supsrmarket
chains, as well a8 food manafacturers that
sedi in Britain., Jaunched extensive, month-
s veviews of thelr product fermulalions,
‘They begar: changing recipes o eliminate
soya and cora devivaiives and ondersd
their suppllers to fingd new sources of non-
bigengineered raw maierials In places
such 35 Scuth America and Asia,

"We poured over someibing jike 5,908 in-
gradients | .. and made changes to 1800
reeipes a3 part of this process,” says Bob
Mitchell, manageraf food techinics) policy ad
Marks & Spencer FLE, which operates spe-
viaity faorl shops. '8t was & rolossal task.™

Supermarkels soon pegan declaring in
advertising that théir own house drands.
which in Briiain cas constitute more than
hati of adl snles. no longer cantained genel:
ieaily modified ingredioms. -

Bul & sisge sxgmination of stores’
¢laims, based on inferviews with super
yaarket execulives, shows that one chiais's
defisiiion of removing genetically modi-
fied ingrodients 801 necessarily the same
{45 another’s.

Samsbury's, for exsmple, says oo 25
Wi site that it i85 “The first major UK. su
permarked delmindte gonetically modified
ngredients from H gwn-brand products.”

] fxes at include foud additives, such as

swesteners and Mavorings, which may be
penetically modified? Alison Austis, the
comipany's  envisonmgntal | monager,
replies, "To be bonest, we have (otused in
os ymajor gredients”’ snch 28 soya and
maize proteing and alls, a5 well 3¢ tecthin,
anemulsifier, A for ather bioengineered ine
grogients, she savs, “H iakes time for the
supply chain to provige alternatives.”

‘We Mean Zero UM

Tesen PLLC, Britain's leading supermze
et chain, says il makes ne dstiaction be-
tween major and minor genetically modi-
fied ingredients. As & resalt, 150 of i
house-brand producis are still lubeied as
contalning OM ingredienis. " When we sgy
tore GM, we mean zere GM.© says Simon
Sotle, s Tescospokesman,

Maybm so. but Isboraloriey that test for
genatieally madk{ied ingredients suy it is
Mmsst impassible to pusrantes that a
produet bre containg absalutely no geneti-
cally modified ingredients, Many growsers
don’t segrennte Bioenginaersd and nonbiv-
engineprad sovbeans and earn. Moreaver,

genetically modified maierials in Bighty -

processed ndditives or oils often can't be
gdetected in tesling, ¥ there's oo way 1o
test. then seaple are going to bead the
Tules and they're gaing 1o bend the fruth,”
savs Brice Fergusosn, president of Envi
rolagix Ine, an esvironmental-testing
company in Portland, Kaine,
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Some inconsistencies in supermariel
claims £an be aitributed t the izbeting law
itsell, Al the moment, the Europenrs Union
and British regutaiions require beling
oty H geneticaily modified musterial is de-
tectable in DNA of protein, Additives and
flaverinigs are exempl.

{Cheese-Making

That has led 10 some strange Jabeling
dilemmas in items as simple us choese,
Traditionally, cheese wis sot using an ep-
zyme catled rennet, taken from the lining
of calves’ stomachs. But to appease vege-
tarians, many European cheese makers in
recent years switched 1o an enzyme callgd
chymosin that is produced from geneti-
caily modilied bacteria.

There's no evidence that any geneli-
cally modified ingredient remains in the
cheese after production. S1id, cns Super
market chain, Co-0p, decided to place iz-
Gels on 15 cheese that say “made using ge
retic modilleation and 56 free from animst
rernei.” “It's 1 question af whether the re-
tailer is hottest or open in iabeilag i1, Says
a Ce-0p spokesman.

Meantime, lceland, 2 stmal oul scragpy
gonvenience-slore chain whose chairman
coined e term “Frankensiein tood,” says
it has switched 10 making ¥s cheese with
another enzyme that doesn’t come {rom
animals and jsn't produced from penetl
eally modified barteria, “"We've done Ihem
ane better,” zays Bl Wadsworth, the
chain's technisal divecior, :

Buropean Union officials sgy they are
haping to oléar ap some of the confuslon in
e markelplace. Last week, 3 panel of gov.
ernment representatives voted fo oxtend
the iabeling law jo cover additives and fa-
wrings, a <hange that 15 expected o take
elfest pext year ant tould farce many

manulscturers and fast-food restauranis

& 2ither change recipes, switch supphiers
or bepgin labeling,

The EU also decided 1o address the
probiem of products “contaminated” with
trace amounts of genetically modified ma-
terial despite the best intentions of many-
facturers. In a contraversial dectsion, the
paniel recomemended that products don’t re-
quire labeling i each of the ingredients
containg 1% bisengineered materind or
less, Consumer granps had argued that the
lirtit shovld be ouedetth of that,

i the future, the BU may also ey oo
fine whin o retailer or manufaciursr may
claim that 3 product is “GM-free” a
phrage that alrendy has sprong up o same
advettising ané promations! edleral
Many reiailers, such 35 Marky & Spencer,
instesd use the term oo GM.” which
they ingist is different, “We would never
el it Obffess Decause you sould never
guarantes thai” Mr. Michst says.

And thersier labeling oues om. In
their competitive frenzy some British su-
permarkets have begun introducing v
angd frozen chicken that they dgim was
raised off {feed fontsining 60 penticnlly
waxlitied ingredionts—even though thers
Isn't evidence (hat bicengineered materiat
ends 8 it the meat. To accomplish thiy,
Iceland convenience siares say they now
buy ihelr chickens in Hrazll, instesd of
Britaln, Marks & SpenzersaysHisabout o
introduce z pew line of freerange, non-OM
poulicy. epe and pork products,

Samsbuary’s bas vet 1o join the son-GM
chicken and pork pamde, bol Mrs. Anstin
£ays {t's probably "inevitabie” and adds i

" may oaly be a first step, “We are utierly

adamant that ¥ vor wish 16 clatm you are
&M free, then you are uitimately poing 1o
have 6 g as far as GM-free velerinary
medicines ™ she savs,

2ca
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lly Altered Foods

1ca

Seeds of Revolt Against Genet

ws

Group So

By LUCETTE LaGNam
SInff Repartoraf Tas Wl L STRETT Jut 1 43,
BLUE MOUNTAIN LAKE, N.V. It was, by adl
appearances, W lyplonl corporate retre
Top oificisis from several multinationul enler
prisns felted in fast week from sis continenig o o
sechuied comp in the Adivendusk Mountzing, Fur
six days, ihey sirglled alang habbling brooks, bud
dledd berare roaring fires and mappett oul how 16
coack the handtapensltdle Amenican market,
Hut these warz 0o CEDs. Al the Blus Mountain
Center B upsinte New Yark, the 22 porticipants
from 12 sountries descended on Bes syivan setting
to plot the fiest all-gut assault on Bie U.S. biatech-
fonrd indusiny
 Bevernt of the gofivists, attorneys and scien-
1is15 o hand helped orchesirate previgus cam:
paigns agawmst food made from geneiicully modi-

fiedd crops in comtinental Burope, e UK. and
glsewhers. Benhy Haerdn, for ong, is the interns-
tiona! codedinalor for Greenpeace in Berlin, He ds
eredited with girecting 4 campaigs b western Bu-
rope thatielt major comipanies scared and serame
tling 10 yank baby food and other geretivally en-
ginvered grocerios, from store sholves Jst year,
With public opposition galvanized abroad, the
group is now serting its sighss on the 1.5, High on
is agenda: gearing public sentiment sgaingl ger
netically modified sranisms (GMO) and picking
corparate targels, .

The G5 faodd industry has been tense aboul
this. Half the nution’s soybean ¢rep 2nd g third of
#$ £0rp Crop contain ransplanted genes. Those
crops, WU, ave used in couniless food Products:
ke wyrup for Coke, McDonaid's hamiburger buns,
EHems ketebup and General Mills' Bewy Crocker

cake mixes, toname & fow,
wiile some (1.3, foud companies have rpcentiy
begun swiiching ingredients. & backissh of the
ragniude seen i Burope hasa't msierialized
herd One reason; there is Hitle evidence now Al
geautically modified crops are even hatirdous,
While opponents concede fhat any real risks o
people are unknown. they argue that the binlech
industry 18 treating people a5 guinea pigs by
{alling to conduct long-teren studies firgt. Some
50y 'y possible genetically modilied fosds conid
trigger teadly, if rare, allergies. They also thisk
geneticaly aBered crops taise epvirsnmental con-
ceras and cite the monarch hutterlly, wihose
vae have died in e iaborztory when exposed
pufier; frovs penetically altered sorm .
In Egrope, just the possibiity of health ar enve
reamettal threatsws spark fanned By
Gresgpeace, amolg oiher envirnnments|
and joftis! groups-has Jeresd fond maks
ers. sapermarkeis and restoursels b gy
non-GMO,
~ Comparies such as Novartls AG say
that, while fears a7 $6 fr argely un
founded, Biotech agriculture afready has
TNy proven benefits, Among thess are "a
maor tgducl?en in pagticade use, s mujorre
durtion in 501l erosion, 2 malor reduction i
waler pollttion and ¢ maje increase in
yield,” says Steve Briges, direcior of Novar
tis Ducovery Agrisudtural Instiiute i San
Diggo. & research arm of th Novartis Foun
dation, Of the detracters, he adds, "They
dister the uth.”

Muoasanto Co. and DuPant Co, Bkewiss
say they are ¢ompnitied o blolech fowis,
ot are willing io diseuss coneerns raised
by opponemsty, Chacles 6. Hoettigey, chair
man ang chief executive of DuPoal, detlv.

i

E

i
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ared z speech 10 Supitember g thie Chiel BX-
seutives Club of Boston extailiag i
wirtues of Gictechasiagy. Ciling the pated-
t13) 1o solve world heaith problems and i
crease agriculiural produttivity. he sdid,
“f have great passion and s¥citement for
Bigteehmdugy,”

The Bive Mountsin retroal was arga
mized by 3 group of American activisty whe
Isit the motment was ripe for a LS, cam»
paipyi. Actieisis from all over the giohew
inlw, Prazil, Zimbabwe, Austrada. Bu
rope snd the Philippines-flew in for the
unpublicized meetinm. )

Pat Mooney, & Canadizn who runs the
Rural Advateement Fowndstion interas-!
tigant, brought his eyearold stepdaugh- -
ter, Kelsey, Mr. Maeney is cradited with
coining the phrase “termisstm” 1o de
seribe an experunenial gene technology
thy!l Monsanic woukd access hrough H3
pending acquisition of 8 Mississippi £01
tanyseed company, The teehnigue Creates
sipnije seeds,

Al one peint, he enlisted Kelsey's help
to jay ot the dehate lo stark terms, Is "ter-
mindty’ good or haa?” he asked her
Trwsday night, in front of ether aerivists.

“Bad,” the shild replied, afier 2 pause,

“[& Munisgnts good or bad?" Mp
Moorwy asked.

“Rag,” she replied, withoul missing 3
eyt iz, Moorey smiled.

It's net ot 2l g given that the feracity of
Europe's biotech-food sentiment will spread
here., DU resisiance may Bave begun te ke
ront, A couple of monins g8, ander pressure
frome Greempenee, Novariis's U.S.-based

jerber civision said it would elumnale g
aetieally modiied ingredients framm its baby
foond, BL), Hedngz Co. & tahung similar s1eps.
4 st wenk, Powing to pubiic pregsure, Moo-
santo oantinced it wouldn t market the con-
troversidl seed. '

Todlay al Roskefsiter Cenler in New
Yark City. ihe Blus Mountgin activiste
have schedulig o press confersnee to pre-
sent 5 plobal froal against Metech foods.,
Saxt step: (LS, activsts will resch ast to

pabiichealth  assoelations,  wamen's
graups and collepe-shudest organizations.
Already, they guy, the movement s stir
ring up inierest on university campuses
sorosy the coniry,

Aniatsrational etwork—with regular
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sommuesications and Imerns steategy ses
gions—was formally created i Bise Meun-
1411 Lo link gothvists a3 they lake on frsitime
fienal corporitions. Whes the World Trade
Organization meels in Seatile next mosth,
there wiil be ap antibiotech "teach-in” o in-
fluence (rade officias and the pubde.

Amd, following the hig Wobacco comay
mwsysies, thore i3 discussion of slapping
Nolech-food rompanies with “massive itk
gation from pecple sulfering from geneue
pollution of <rops,” says Andrew Bimbreit. 2
gublic interest attorney whe nus ihe nier

. nationat fenter fop Tocknokgy Assessment,

in Washingtan, His group 125t yaar suad the
.S, Food and Drug Adminisiration in fed-
aral district cowss in Washinpton to demand
syt foods containing genelizally altered in-
gredients be Inheled as sush.
Fung raising §s 2 prierity for the G5,
ps, Chris Desser, lhe cosrdinater af
she Funders Worlng Group on Biotechnol:
6gy, Sun Franciscn, says {40 has reachet
Gt 1o the Ford, Rockefeiier and siher
mainsireart fsundations. Funding for last
weel's reiraat same from ihe HKH Four
dation, which endows the Blue Mounlain
seansian, and from Britain's JMG Founda
tian, wiich tas financedd groups oppased (0
bictech food in the HLK. and France.
Lounging on piiow-strewn solus and sip
ping red wine from plastic sups, the Bie
M puntain sotivists discussed their next cot-
porate targets. Monsanto has atready been
“elghbered,” dectared Mr. Mogney. Matty
Feiet, executive dirgrtor of the Councl for
Respansivle Genetics, Cambridie, hlazs.,
_zaid he's discontinuing the eohm, "o
sanloWaich.” which appears in v graup's
agwsleller. Mext up. 1e Says. o colnn
eafied " NovartsWalch™ of muybe Just “Cor
peratel¥ateh,” :

In inda, savs Vandanma Shiva, protests
are airesiy simed at U5, companieR and
“me bioleth cTops tHey want to . She
is g physieist and founder of the anti-Gale
fleseareh Instiiate for Scienge, Technolo
and BErology, i New Defhi, And she Qo
sares the Jndian demonsiratiuns, in whicl
figlde of eotton bave been sef afire, o Ma
atma Gandbi's efforis o end British eolo
mizl roi,

~The propiems of the entirs wockd bav:
heen created i ihe 157 she ays, ™50
save b bring thess issues hack home.”
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ytheon Hlts Snags on Pentagon Work

-

Cost a:nd Schedule Pmbiems
7+ Plague Over 12 Contracts
Va aed Abave $2 Bilon

: ' Bymmgmvw
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Raytheos Cn., long viewed 45 3 suseess-
ful exarnple of @!mselnduslry ronsolida

tion, s over vost or behind scheduie on -
more tan 4 doven of lis Pentagon [ixed .
prive contracts, aooasding i mle famit- -

tar with the prografns.

Raytheon already discioted In Sepiem--
Berihat it was having some problems Iniis -

defprse-vlectronics and eonstruction units
that will reqult in reporting a pretax eharge
of $350 mittien 18 $450 miftfon. The com
pany is expected to give detelis of the
.dharge to fAnancial analysts tomorrew at
retings in New York and Bosten.

i meimm%ﬁiammmmsm
dncladed 0 the charge, which will he'

posied for the mizﬁ qz:mer, but others
zm‘t S

i Among the ﬁxe&;rriced ctmmm zlm

4ra runging over cost are Raytheon's lv

oralive Tomahawk crulse missiies, P‘af‘
Orion paﬁv&aim[tandﬂismmmmls» :

ganee afreraft programs, said these famil:
_tazowith the matier. Alse having troubles
g thee shoulder-held Savelin missiie, the

"savy Bxtremely High Praquency Batefiite
, And the tonver- -

Lammunicatinns program

Qiﬂn of a mﬁiwy plant in Umatifls n

‘Eonhem Cregon for commerclal use, they
At

Y Exeeeding preset contraet gmunts on

’t?tesze contracts iesves the Lexington, .
Mass., company respensibie for the differ-

ente unless the Pentagnn agrees to o S
“tract change. At least sore of the lssues
“were discussed two weeks ago when Panta-

-~ gom officials ret with Raytheon executives - -

e % o _—

to dissuss the company's various contracts
as part of the agency’s broader review of
11 of its contractors, thuse familiar with

,$he sttuation said.
-~ the financial impact of the cost over-

runs 18 unclear. But the todal valug of the
prograis b upwards of §2 billon. The
Javeiin program, which Raytheon sharey
with Lockheed Martin Corp., otals o least
$145 mittion, while the Tomahawk program
ainne exceeds $800 miftion,

A Raythecn spekeswomen declined o
conment on details of the Pentagon meet-
ing or the coming investor vonferences.
But & company siatement noled ihat
Raytheon has more than §.000 contracts of
warying size gl complexity, and so it iy
not unusyal that 1ssees may arise0n 4 !ew
1hat require attention.”

A Pentagon spokeswornan declined 1o

- gornmment. A Lockheed Martin spokesman
sald he isn't aware of any problesms with -
*_the Javelin program that could lead o 8

charge.

L S S

cern on Wall Streer, which had viewed
Yaytheon as the rare case of a defense
vompany that had gppropriately managed
ts acguisitions. The wave of consolidation
that swept through: the U.S. defense indus-
try afterthe Cold War ended bn 188 enused
prolasged probiems for & number of giant
aerospace and defense companles includ-
ing Lockheed Martin and Boelng Co.

Raytheon, Lhough, sppeared Lo take &
giffarent approach fo s arquisitions of the
defense-gterironics businesses of Texas in-
siriments and Hughes Blecironies Tomp.
Analvsts sait Raytheon aggrossively sel
out leeredie 3 homogenous antity, moving
to consotidate its misslie and refated oper*-
ations In Tursan, Ariz.

“People had lovked at Raytnem; as 8
strong perfonmer,”” said ING Rarings ang-
tyst Sam Pearistein. Now, “'there’s general
untertainty about &:eangainga&mings po-
tential snd mstiook for this compane.™

-Raytheon stock Tell 37.5 cents o $42 in

Freass Tiom o Page A8, Column 4

m’? problems are cazgsfgg 0N e

Raytheon Over Cost -
Or Behind Schedule
On Pentagon Work

. Continued From Poage 437
New York Stock Exchange eamposite trad-
ing yestanday. The stoek has fallen abmst
ene-ihird from the day befare the charge
Was annousiced,

With the expention of work on {he
Umatifia plang, which is tun by Raytheoa's
Engineers & Constrietors unit, the pro
grams are the domain of Raytheon Sys-
tems Uo. Raytheon executives have said
the churge announced Sept. 16 way related

© tothest {wo units, with the majority sftrib-

ulable to Ravibeon Systems. Raytieon
Systems, which inthudes both the oo
pany's defesse arf commercial slectran
s systems, accounts for $14.8 bitllen in
Annusi revesnse or abowt three-gquarters of
the company’s 520 billion total, .
" Eaytheon Engineers & {lenstructers
has experienced problems over the years
with the highly competitive, often-politica!
market to build power plants and ather
izrge-scale indusirial projects. Rayihenn
executlves have oonsidersd shedding or
spinning off the unit, but are i the process
of gefiing Hs costs in Hne belore that hap-
pens. snsivsis said. The unil's revenue to-
taled 32.1 bithon in 1998,

Sepamlely, Raytheon announred the
restrocturing of its counpercial-electronies
husiness, which i3 pant of Raytheoe Sys-
tems, In doing so, the company combined
some of its commerelal and defense-siec-
tronies businesses and appointed Delbert
Lippert as vice president of the newly
formed Business, Mr. Lippert, who was
serving ay the units scting head, will re-
port directly o Chief Exmtive Danjel
Burmbam. -
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ACTION
MEMORANDUM FOR THE PRESIDENT
FROM:

REF: Decision on Agricultural Bistechnology Issues

Purpose: A vigorous debate is under way in the ULS. and around the world about how governments
sheatld most appropriately reguliate foods and crops made using biotechnology. This memorandum 18
intended 10 present the issues surounding the current debate and provide policy options,

Background

Modern biotechnology or bioengineering refers to the use of recombinant DNA and related
technologies to alter the genetic makeup of living organisms. These techniques allow scientists to
identify and isolate genes of interest from any organtsm and put them into any other organism, as well
as to introduce targeted genetic changes in organisms. The practical effect is to open up vast
opportunities for developing new foods with beneficial characteristics such as pest and drought
resistance, higher yield, enhanced nutrition and better taste, The United States is the acknowledged
world lcader in the biotechnology indusiry. Although the use of biotechnology for producing new
drugs and vaccines;'has been widely accepied around the world, the use of the technology in producing
foods has been much less well-received. Indeed, some consumer activists have alleged that these foods
are unnatural, Cﬁliilj‘;g them "Frankenfoods.”

In 1986, the Office of Science and Technology Policy published the "Coordinated Framework for
Regulation of Biotechnology,” in which the Food and Drug Administration, the 1.8, Department of
Agricaltare, the Environmental Protection Agency, the Occupational Safety and Health
Administration, and the National Institutes of Health described their policies for regulating research
and products of biotechnology. The underlying premise of this policy was that, based on the
government's assessment of the science, the regulatory framework periaining fo traditional genetic
manipulation remains adequate for research and products of these newer techniques, and that no new
laws were needed. As a resull

s USDA promulgated regulations requiring developers of bioengineered crops to notify it before planting
such crops in the field. This process was intended o minimize any potential "plant pest” risks that
the bioengineered crops might pose to agriculture and the envitonment. If USDA determined from
its review of the resulting data that the crop posed no plant pest risk, it would classify thecrop as a
non-regulated article and allow it to be planted with no subsequent USDA involvement.

»  FDA promulgated no new regulations but did publish 2 statement of policy indicating that new
substances bioengineered info foods would be subject to premarket approval as food additives if
those substances differed significantly from substances commonly found in the diet. It went on to



note, however, that most, if not all, substances being considered for introduction into
foods through bioengineering were substantially the same as other substances found in the
diet and lhez‘efafe would not need premarket approval. FDA encouraged firms to consult with it on
safety issues prior to marketing, which firms have been doing.

o EPA promulgated rules for the regulation of “intergeneric® microbes, as potentially toxic new
chemicals, and for the regalation of pesticidal substances introduced into plants. EPA examines
both environmental and human health risks of the microbes and pesticides.

Federal regulatory agencies remain confident that bicengineered crops and foods sold in the U8, are
safe. Biocﬁgifzeﬁm& corn, sovbeans, cotion and canola are widely grown and consumed in foods here,
and American consnm&m retain a gonerally beaign view of the technology. Nevertheless, companies
are increasingly concerned that public atcoptance could erode in the face of media questions and
activists” representations that the technology poses unknown long-term risks. And they fear that
international resistance to the products, especially in Europe, could eventually spill over into the US
market. ;

International Considerations. The EUJ is proving increasingly problematie, in part due to recent food
safety scares unrelated to biotechnology as well as preliminary research indicating that some bictech
corn pollen may harm Monarch butterflies. Last June, the EU Environment Council decided to require
that agri-biotech products be proven to have no environmental or health risks before heing placed on
the market and that the EU Directive regarding biotechnology regulation (90/220) be revised to include
additional procedures for handling already-approved biotech seeds and bulk commodities. US
producers arc being adversely afiected by this effective moratorium on regulatory approvals of
bioengineered products. With seven pending applications for new com varieties, corm growers are
losing at least $200 million per year in exports. US producers are concerned that additional countries,
such as Japan, Korea, Australia, and New Zealand, are following the EU’s lead in mandating labeling
of biotech foods, as foreign food retailers and processors are beginning to demand GMOQ-free foods to
protect their brand i Jlmage and avoid loss of market share. This is generating uncertainty among
American farmers and concern about the added segrepation and testing costs. As a result, the
Administration is working to promote £2ir market access for US exports on several fronts, including:

»  Technical cooperation and information sharing in the OECD and Transatlantic Economic Partnership
in projects initiated at this past June’s G-8 and US-EU Summits as well as through the National and
Royal Academies of Swence;

i

s A high-level US-EU governmental dialogue that was initiated in your recent meeling with EU
Commission ?rcsziimt Prodi for the purpose of securing more predictable regulatory approval
processes in fiumpe and resolution of outstanding market access issues, including blocked US comn
exports; and !

» Preparation of US negotiating objectives for the Seattle WTO Ministerial aimed at focusing any
discussion about biotechnology in the new trade round on ensuring the continuing application of
existing trade disciplines to biotech trade and promoting greater predictability to regulatory
approvals based on sound science.



Domestic Perspectives

Government. The U.S. Government (USG) position on labeling of genetically engineered or modified
agricultural crops and products has been to oppose any mandatory labeling of such products. This
position is based on the Food & Drug Administration’s conclusion that genetically engineered

foods are substa’ntially equivalent to their conventional counterparts. However, the FDA requires
labeling of food, including that which is bicengineered, whose composition has been significantly
altered, whose nutritional values or intended use is different from conventional food, or which has
allergenic prOpe[rties. While this interpretation and policy is based on sound science, it has not
entirely succeeded in quieting consumer demands for labels and other information about the
bioengineered ciontent of food.

Consumers. Although US consumer perceptions of agri-biotech products remain largely positive, the
situation is fluid. In its September 1999 edition, Consumer Reports magazine advocated labeling

of bioengineered food products. And US advocacy groups are intensifying media and public
education campaigns. Some contend that bioengineered foods should be subject to formal FDA
safety approval before being markcted, labeled as bioengineered, and examined more thoroughly

for potential environmental risks. A number of them filed a lawsuit last year against FDA, alleging
that it is violating the law by not requiring such labeling and premarket approvals. Another lawsuit
has been filed against EPA, alleging that its oversight of certain pesticidal substances in
bioengineered crops and foods is inadequate.

Industry. For its part, industry has not reached a consensus on what direction the U.S. should take to
address the problems of labeling and segregation. Food processors and their trade organizations
(e.g. Grocery Manufacturers Association, National Food Processors Association) are opposed to

the labeling of GMO's for exports mainly because of the increased costs and their fears that
eventually they would be required to label domestic GMO food products as well. However, they
have recently begun quietly suggesting that some degree of greater engagement by the government
would be desirable, including additional public educatton, a requirement that companies notify

FDA of new bioengineered products before marketing them, and work by USDA and FDA to help
farmers, companies, and consumers determine what constitutes a non-biotech product.

Farmers. Perhaps the most pressing aspect of the issue is the uncertainty facing farmers, who fear
development of a two-tier price system with discounts for biotech crops and a shortage of
conventional seeds next spring. Many of our farmers in recent years switched to bioengineered
crops because of their enhanced traits, reduced costs of pest/disease control, and environmentally
friendly attributes. However, growing demand for non-GMO commoditics is expected to add costs
due to segregation and handling, in the range of 12% to 17% more for non-GMO bulk
commodities. This figure could increase substantially if very stringent thresholds were adopted by
countries and compames (e.g., the EU has recently proposed that any product containing more than

1% of blocnglneered product be considered bioengineered), suggesting that the US has a major
commercial stake in how such decisions are made.

Environment. Fmally, agricultural genetic engineering could have significant environmental impacts,
both good and bad Potential benefits include reduced pressure to clear tropical rainforests for
farmland (due to enhanced agricultural productivity), quicker, more effective clean-up of oil spills
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{with geneticallly engineered plants and microorganisms) and less use of harmful
pesticides. Risks include the development of “super-weeds” (if genetically modified plants
hybridize with wild relatives), adverse impacts on non-target species (such as the monarch
butterfly) and disruption of ecosystems (for example, by the unintended release of “super-growth”
salmon into the marine environment). In several recent cases, agencies have identified
environmental risks from GMOs and responded accordingly. In 1997, EPA expressed concern
about hybridization of certain genetically-modified cotton crops with wild relatives in certain parts
of Florida and Hawaii, and denied approval for planting in those areas. EPA 1s currently
considering guidelines to protect monarch butterflies in the planting of Bt comn. In other cases, the
regulatory authorities for addressing environmental impacts of GMOs may be less clear. FDA, for
example, 1s currently considering applications for the approval of genetically-modified salmon that
grow faster and larger than native species. Although FDA is considering the ccosystem impacts of
an unintentional release of the modified salmon as part of a NEPA review, it is not clear that
FDA’s legal authorities would allow the agency to deny approval based on adverse ecosystem
impacts if any were found.

Options

An NEC High-Level Group on Biotechnology was created last spring to assess these developments and
consider their implications for public policy. Principals, Deputies and staff have met and conducted
outreach with the producer and NGO communities. Following are policy options that have emerged
from this process for your consideration:

1. Enhancing Public Education and QOutreach to Strengthen US and Foreign Consumer
Confidence

e Domestically, engage in greater outreach to emphasize the scientific basis of US regulation and
convene public sessions and meetings for the purpose of soliciting broad public and scientific input
on whether additional regulation (for food safety, food labeling, environmental safety) is
appropriate. Panels also could be set up to provide a forum for discussing non-scientific (e.g.,
cultural and soctal) issues of public concern.

t

+ Encourage US food processors to post on Federal or their own web-sites listings of products containing

bioengineered mgredlents with information about their safety and the Federal procedures through
which they p‘lSSBd
r
¢ Intensify international educational, cooperative scientific, diplomatic, and technical assistance
activities to explain US regulatory policies and work toward more consistent policies.

These activities WOlllld enable the regulatory agencies to hear public concems, receive scientific input,
dispel inaccurate mformatlon and influence regulatory decisions in foreign markets. All agencies are
supportive of these steps and many, including USDA, FDA, and State, are undertaking them presently.
2. Maintaining and Strengthening Confidence in the US Regulatory Framework
i
a) Require Compantes to Notify FDA 90 Days before Biotech Products Are Introduced into
Commerce. In 1992, FDA issued a policy statement to provide industry with guidance on Federal




requirements that must be met before feed and food products derived through
recombinant DNA techniques can be introduced into commerce. This policy statement
did not mandate pre-market notification or approval, but encouraged consuitations
between industry and FDA. To date, all new feed/food products have gone through this voluntary
consultative process; however, critics point to the voluntary nature of this process to make the
claim that FDA's oversight of GMO food is based on an honor system. In an attempt to address
this ¢riticism, FDA has launched a sertes of public listening sessions over the next month in part to
explore the p0551b111ty of requiring pre-market notification.

!

This step would provide an added level of assurance that government is aware of all
products marketed and that all regulatory questions are answered prior to marketing. It
would build public confidence in FDA oversight, responding to criticism that current
system is an hfonor system in which industry voluntarily engages FDA in its safety
evaluation, and possibly provide an opening to work in a more cooperative fashion with
the Europeans on biotech issues. At the same time, it would not directly address the
principal! criticism that bioengineered foods are not subject to mandatory premarket
approval and may provide ammunition to opponents of the technology, who may portray
this requirement as evidence that bioengineered foods pose special risks not associated
with other foods.

All agencies are generally supportive; however, FDA believes that any policy change in
this regard qhould be based on and follow a process of public outreach, such as its three
public sessions scheduled over the course of the next month.

b) Direct CEQ to Organize an Interagency Process to Examaine the Adequacy of Federal
Environmental Monitoring Activities and Regulatory Authorities with Respect to Agricultural
Biotechnology. This proposed process would look at the adequacy of our environmental
monitoring activities and capabilities as well as the sufficiency of the existing regulatory authoritics
and framework. Analysis would begin with case studies of how the existing system applies to
different transgenic organisms. Work would be designed to identify strengths and weaknesses of
the current system and, in combination with scientific information, establish a foundation for future
recommendations. New directions might include recommendations for additional environmental
monitoring and risk assessment activities. Initial recommendations would be likely within six
months. This policy option would help address questions about the environmental implications of
agricultural biotechnology and bolster public confidence that the federal government is taking them
seriously. It is supported by all agencies.

3. Facilitating Voluntary Informational Labeling of Non-Biotech Products (i.¢., dcfer to the
private sector on product segregation and labeling but engage with it to lend order to the process and
reducec uncertainty and confusion for farmers, companics, and consumers).

Although there is general confidence in and out of government that bioengineering per se does not
pose unique health risks in food products requiring FDA-approved labeling, consumer preferences
abroad and, to a lesser extent, in the US are prompting some commodity firms and food companies to
segregate and voluntarily label non-bioengineered crops and products. Competing producers have an
interest in ensuring that such claims are not false or misleading. Consumers have an interest in
ensuring that information veluntarily disclosed on products is accurate, reliable, and comparable to



n
information foundjon other products, as illustrated by the current confusion of supermarket
shoppers in the UK. Finally, farmers and elevator operators have an interest in ensuring that
steps they take to test and maintain the segregated identity of non-biotech crops will be reliable and
generally recognized as valid by commodity firms. Accordingly, this option would launch a process of
public outreach and technical research through USDA and FDA to support an orderly process of
voluntary product sllegrcgation and labeling to the extent one emerges in the private seclor.

a) USDA prtocess on testing, tolerances, and quality assurance. USDA would initiate a
comprehensive process of public outreach to determine the feasibility of establishing
standardized testing protocols, maximum-biotech content tolerances, and quality assurance
programs to support voluntary non-biotech product segregation and claims. This process would
take into account both consumer demands and production and handling factors such as pollen
drift and commingling. It would involve public meetings, specific stakeholder group
consultatioxlls, and the issuance of an Advanced Notice of Proposed Rulemaking (ANPR). It
might most usefully be initiated following next year’s harvest after the industry has had more
experience with segregating and testing commodities. Once a certification process were
established! the GMO status of a given commodity would become a key component of
industry-de:veloped “chain of custody™ programs, which might facilitate voluntary labeling of
consumer products. This USDA process would also inform and support USG efforts to
influence foreign regulatory decisions about non-biotech tolerance levels and preserve fair
market access opportunities for US farm exports. Should domestic industry choose to use such
labels, FDA would need to determine whether the labels were truthful and not misleading.

b b) FDA process to develop gutdance for voluntary informational labels.

The Food and Drug Administration (FDA) has already initiated a Federal Register notice
announcmg three hearings on November 18 and 30 and December 13. The purpose of these
hearings is to share the agency’s approach regarding safety evaluation and labeling of food
products derived from bioengineered plant varieties, to solicit views on whether FDA’s policies
or procedures should be modified, and to gather information on the most appropriate means of
providing information to the public about these products. Under current Federal Food, Drug,
and Cosmetics Act (FFDCA) authority, companies currently can use product labels to indicate
whether thelr products contain genetically engincered ingredients. However, the labels must
meet the standard of bemg truthful and non-misleading, as interpreted by the FDA. Building on
the currunt FDA hearings, this policy option would create a process by which the agency would
develop gu1dance on the elements of a truthful and not misleading label for non-GMO food
products i in order to inform the design of any such claims voluntanly made by companies.

USDA and other agencies support these options, with the exception of HHS, which believes that even
limited governmental involvement in activities related to biotech labeling would implicitly bless and
energize the actions of those who oppose the products and call for their mandatory labeling, thereby
undermining public confidence in them. HHS is also concerned that adding information on food labels
on matters unrelated to the safety or fundamental characteristics of the product would undermine the
function and utility of food labels, in part by adding clutter and distracting consumers from core
nutritional information.



4. Supporting Mandatory Pre-Market Approval and Product Labeling

The Administration could adopt the EU posture of requiring pre-market regulatory approval and
labeling of products with bioengineered content above a certain threshold. It could do so by
sponsoring or endorsing legislation in Congress.

a) Mandatory approval of new products (as distinguished from mandatory pre-market notification
in Option 2a above) would allow FDA itself to vouch for safety of bioengineered foods based on
in-depth reviews, as it now does for food additives. This would satisfy demands of at least some
consumer groups by providing an additional assurance of safety, removing the criticism that the
current system depends on the good faith of biotech companies. However, such a change in policy
would be opposed by industry on the grounds that it could undermine public confidence by
suggesting that ithe federal government has serious concems about the safety of the technology. It
could also create significant period of "regulatory limbo" between the time of the proposal and
enactment, dela'ying market entry of commercially important new foods despite the longstanding
Federal view that bioenginecred foods do not raise scientific or safety issues warranting such
oversight.

b) Mandatory labeling of bioengineered food products may ultimately be the only way to cease
being on the defensive about bioengineered foods, because many consumers may decide to distrust
the technology until they feel that they have the capacity to choose it or not. In light of the number
of bioengineered crops grown in the U.S., many processed foods would need to be labeled, thereby
potentially eliminating any stigma associated with labeled products. By taking this posture, the
Administration might be able to get in front of the issue, forcing stakeholders to work with
Congress to develop a solution. This option would afford the maximum degree of information to
consumers. With access to information readily availablie, their concerns over the technology might
well be lower in the long run than in the absence of a regime of mandatory product disclosure.

On the other hand, mandatory food labels for biotech content could undermine the function and
utility of the food label, whose purpose is to provide information pertinent to characteristics and
composition of the food. As such, it could distract attention from important nutritional and health
information now on food labels and trigger additional calls for consumer “right to know™ labeling
on other issues! In addition, an abrupt policy shift of this nature could foster greater distrust of
bicengineered foods by giving the impression that they must be different and riskier than other
products, leadihg food processors to avoid their use and consumers to boycott their purchase.
Since industry is currently interested most of all in having the federal government clearly and
repeatedly vouch for the safety of the products, it would undoubtedly be highly critical of this
policy and consider fundamentally inconsistent with long-standing government position that
biotech foods are as safe as their non-engineered counterparts and as a class have no distinguishing
characteristics that would warrant labeling.

No agency supports these options, reflecting the concem, shared by industry and farmers, that such a
major policy shift might alarm consumers and create a disorderly shift in their purchasing behavior that
would not be warranted by our scientific understanding of the issue. The top priority of industry and
farmers is for the II_JSG to take steps to reinforce the generally strong level of consumer confidence that



still prevails in the US. They perceive that these steps would work at cross purposes o this objective.

RECOMMENDATION

Approve ;
Option #1 - Enhancing Public Education and Outreach w Strengthen Consumer Confidence.
Option #2 w«i Maintaining and Sirengthening Confidence in the US Regulatory Framework by:

a) requiring compames to notify FIDXA 90 days before biotech products are introduced into
commerce, and

by directing CEQ to organize an interagency process to examaine the adequacy of federal
gnvironmental monitoring activities and regulatory authorities with respect (o
agricultural biotechnology.

Option #3 - Facilitating Voluntary Informational Labeling of Non-Biotech Products by
initiating:

a} USDA process on testing, tolerances, and quality assurance; and
by FDA process to develep guidance for voluntary informatienal labels.

Option #4 -~ Supporting Mandatory Pre-Market Approval and Product Labeling
|

Attachments

Tab A Mcn{orandum to NEC High-Level Group Principals
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Thomés L. Freedman
" 11/12/99 05:47:46 PM

;
Record Type: Record

1‘
Ta: Bruce N. Reed/OPD/EOP@EOQP, Eric P. LW/OPD/EOP@EOP

ce: Mary L. Smith/CPD/ECP@ECP
Subject: BIOTECIH NEC POTUS PAPER

NEC is still drafting new versions of its memo but it is basically these 4 options. I've said | thought Bruce would want
to be on record for recommending options 1,2 and 3, you agree? (That is we support steps towards volutnary
labeling but not mandatory labeling.)

1. Enhancing Public Education and Outreach to Strengthen US and Foreign Consumer
Confidence

e Domestically, :engage in greater outreach to emphasize the scientific basis of US regulation and
convene public sessions and meetings for the purpose of soliciting broad public and scientific input on
whether additional regulation (for food safety, food labeling, environmental safety} is appropriate.
Panels also coulq be set up to provide a forum for discussing non-scientific (e.g., cultural and social)
issues of public concem.

» Intensify international educational, cooperative scientific, diplomatic, and technical assistance
activities to expl’ain US regulatory policies and work toward more conststent policies.

These activities would enable the regulatory agencies to hear public concerns, receive scientific input,
dispel inaccurate information, and influence regulatory decistons in foreign markets. All agencies are
supportive of these steps, and many, including USDA, FDA, EPA and State, are undertaking them
presently, '

|

2. Maintaining and Strengthening Confidence in the US Regulatory Framework

a) Require Companies to Notify FDA 90 Days before Biotech Products Are Introduced into
Commerce. In 1992, FDA issued a policy statement to provide industry with guidance on Federal
requirements that must be met before feed and food products derived through recombinant DNA
techniques can be introduced into commerce. This policy statement did not mandate pre-market
\%g,‘f notification or approval, but encouraged consultations between industry and FDA. To date, all new
feed/food products have gone through this voluntary consultative process; however, critics point to
the voluntary nature of this process to make the claim that FDA’s oversight of GMO food is based
on an honor system, In an attempt to address this criticism, FDA has launched a series of public
listening sessions over the next month in part to explore what if any modifications to its policies

might be warranted.

f
I
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This step would provide an added level of assurance that government is aware of all products
marketed and that all regulatory questions are answered prior to marketing. It would build
public confidence in FDA oversight, responding to criticism that current system is an honor
system in which industry voluntarily engages FDA in its safety evaluation, and possibly provide
an opening to work in a more cooperative fashion with the Europeans on biotech issues. At the
same time, it would not directly address the principal criticism that bioengineered foods are not
subject to mandatory premarket approval and may provide ammunition to opponents of the
technology, who may portray this requirement as evidence that bioengineered foods pose special
risks not associated with other foods.

All agencies are' generally supportive; however, FDA has noted that going forward with
mandatory premarket notification would require development of a legal rationale that does not
undercut the USJ government’s scientific assessment that foods from bioengineered plants are not
inherently different from or less safe than foods from conventionally derived plants.

b) Direct CEQ/OSTP to Organize an Interagency Process to Examaine the Adequacy of Federal
Environmental Monitoring Activitics and Regulatory Authorities with Respect to Agricultural
Biotechnology. This proposed process would look at the adequacy of our environmental
monitoring activities and capabiliilies as well as the sufficiency of the existing regulations. It would
build on the the outreach processes already underway by USDA and EPA, through the creation of
an independent standing committee of experts under the aegis of the National Academy of Sciences
and the establishment of regional pest management centers. Analysis would begin with case
studies of how the existing system applies to different transgenic organisms. Work would be
designed to identify strengths and weaknesses of the current system and, in combination with
scientific information, establish a foundation for future recommendations. New directions might
include recommendations for additional environmental monitoring and risk assessment activities.
Initial recommendations would be likely within six months. This policy option would help address
questions about the environmental implications of agricultural biotechnology and bolster public
confidence that the federal government is taking them seriously. It is supporied by all agencies;
however, some concern was expressed that care would have to be taken to avoid the impression the
Administration did not have complete confidence in the U.S. regulatory system or had concerns
about biotcchnolbgy.

3. Facilitating Voluntary Disclosure of Consumer Product Information through Non-Biotech
Labeling and Other Means (i.c., defer to the private sector on product segregation, tolerance-setting,
and choice of mechanism for providing consumer information, including non-bictech labeling, but
engage with 1t to lend order to the process and reduce uncertainty and confusion for farmers,
companies, and consumers).

Although there is general confidence in and out of government that bioengineering per se does not
pose unique health risks in food products that would require mandatory FDA labeling, consumer
preferences abroad and, to a lesser extent, in the US are prompting some commodity firms and food
companies to segregate and voluntarily label non-bioengineered crops and products. Competing
producers have an interest in ensuring that any such claims are not false or misleading. Consumers
have an interest in ensurmg that information voluntarily disclosed on products is accurate, reliable, and



comparable to information found on other products, as itlustrated by the current confusion of
supermarket shoppers in the UK. Finally, fanmers and grain elevator operators have an interest in
ensuring that steps they take to test and mamntain the scgregated identity of non-biofech crops will be
reliable and generally recognized as valid by commuodity firms. It should be noted that industry is
more comforiable with negative, or “non-biotech,” labeling than it is with affirmative, or “contains
GMOs,” labeling, which it fears could unduly raise the profile of the issue for consumers given the
widespread presence of bivengineered comn, soy and other ingredients in products on US supermarket
shelves,

As noted above, ?i'}}% has already announced three hearings, the purpose of which is to share the
agency’s approach regarding safety evaluation and labeling of food products derived from
bicenginesred plant varieties, solicit views on whether FDA’s policies or procedures should be
modified, and gather information on appropriate means of providing information (o the public about
these products, Building on these acitvities, this option would create a process of public outreach and
technical research through USDA and FDA to support an orderly process of voluntary product
segregation and non-biotech labeling to the extent one emerges in the private sector.

ay USDA process on testing, quality assurance and tolerances for non-biotech products. [ISDA
would initiate a comprehensive process of public outreach to determing the feasibility of
establishing standardized testing protocols, quality assurance programs, and tolerances for
volumtary non-biotech product segregation and claims. This process would take into account
both consumer demands and production and handling factors such as pollen drift and
commingling, It would involve public meetings, specific stakeholder group consultations, and,
for development of qualify assurance procedures and tolerances, the issuance of an Advanced
Notice of Proposed Rulemaking (ANPR). It might most usefully be initiated following next
year's harvest after the industry has had more experience with segregating and testing
commiodities. Once a certification process were established, the GMO status of a given
commodity would become a key component of industry-developed “chain of custody™
programs, which might facititate voluntary labeling of consumer products, The process could
form and support USG effons to influence foreign regulatory decisions about where (o sot
non-biotech tolerance levels, thereby potentially helping to preserve fair market access
opportunities for US farm exports. Should domestic industry choose to nse this information to
develop labels, FDA would need to determine whether they were truthful and not misleading in
order to ensure that no unwarranted inferences would be drawn by consumers concerming
human health considerations,

b} FDA process 1o develop guidance for voluntary informational Iabels for non-biotech
products. Under current Federal Food, Drug, and Cosmetics Act (FFDCA) authority,
companies currently can use product labels o indicate whether their products contain
genetically engineered ingredients. However, the labels must meet the standard of being
rruthful and non-misleading, as interpreted by the FDA. Building on the current FDA hearings,
this policy option would creaic a process by which the agency would develop guidance on the
elements of a truthful and not misleading label for non-GMQ food products in order to inform
the design of any such clamms voluntarily made by companics. Such guidance would likely
include a reconmendation that GMO-free labels include a disclaimer indicating that




bioengineered foods do not differ in safety or qualify from other foods. FDA recommended use
of a similar disclaimer in its guidance on labeling of milk from cows not treated with rbST.

¢} FDA process to develop appropriaie mechanisms, other than through the food label, for
providing infonnation to consumers. Building on the current FDA hearings, and on the
oxperience FDA gained from developing a web-site listing the Y2K compliance status of
thousands of medical devices, this policy option would create a process by which the agency
would develop guidance on the listing of GM and GM-free food products on Federal or
company web-site or on making such information available through 800-numbers.

USDA and other agencies support these options, with the exception of HHS and USTR, which do
not support sub-options {8} and {b) because they believe that even hmited governmental involvement
in activities related to biotech labeling would implicitly bless and energize the actions of those who
appose the products and call for thelr mandatory labeling, thereby undermining public confidence in
them, HHS is also concerned that adding information on food labels on matters unrelated to the
safety or fundamental characteristics of the product would undermine the function and utility of fond
labels, in part by adding clunter and distracting consumers from core nutritional information, USTR
believes the marketplace will sort these ssues out witheut the help of government programs.
Commerce supports sub-options (@) and (¢) but not (b}, for the same reasons as those attributed o
HHS.

4. Supporting Mandatory Pre-Market Approval and Product Labeling

The Administration could adopt the EU posture of requiring pre-market regulatory approval and
labeling of products with bioengineered content above a certain threshold. [t could do so by
sponsoring or endorsing legislation in Congress.

a) Mandatory approval of new products (as distinguished from mandatory pre-market nofification
in Qption 2a above) would aliow FDA itself to vouch for safety of hioengineered foods based on
in-depth reviews, as it now does for food additives. This would satisfy demands of at east some
consumer groups by providing an additional assurance of safety, removing the criticism that the
current system depends on the good faith of biotech compantes. However, such a change in policy
would be opposed by industry on the grounds that it could undermine public confidence by
suggesting that the federal govermment has serious concems about the safety of the technology. It
could also create significant pertod of "regulatory limbo” between the time of the proposal and
enactment, delaying market entry of commercially important new foods despite the longstanding
Federal view that bioengineored foods do not raise scientific or safety issues warranting such
oversight.

by Mandatory labeling of bioengineered food products may ultimately be the only way to cease
being on the defensive about bioengineered foods, in part because many consumers may el up
harboring misgivings about the technology absent greater assurance that they will have control over
the decision to consume foods derived from it or not, Moreover, in light of the range of
bloengineered ;:wps grown in the U.S., the scale of the processed foods that would have to be
labeled might actually serve to reduce any sligma associated with labeled products. The




Admlnlslratlon'mlght be able to get in front of the issue in this fashion, forcing stakeholders to
work with Congress to develop a solution. And by affording the maximum degree of information
to consumers, mandatory labeling in the long run might well lead to lower consumer concerns
regarding the technology than would otherwise be the case.

On the other hand mandatory food labels for biotech content could undermine the function and
utility of the food label, whose purpose is to provide information pertinent to characteristics and
composition of the food. As such, it could distract attention from important nutritional and health
information now on food labels and trigger additional calls for consumer “right to know™ labeling
on other 1ssues. In addition, an abrupt policy shift of this nature could foster greater distrust of
bioengineered foods by giving the impression that they must be different and riskier than other
products, leading food processors to avoid their use and consumers to boycott their purchase.
Since industry is currently interested most of all in having the federal government clearly and
repeatedly vouch for the safety of the products, it would undoubtedly be highly critical of this
policy and consider fundamentally inconsistent with long-standing govemment position that
biotech foods are as safe as their non-engineered counterparts and, as a class, have no
distinguishing characteristics that would warrant labeling. Finally, shifting away from
science-based labeling could reduce the Administration’s credibility with U.S. science-based
societies and industries. Pharmaceutical and Genomics industries are already concerned about
spill-over of anti-science sentiment from agriculture to medicine, and abandoning science-based
policy in this area could reduce the Administration’s ability to enlist and maintain support for
science-based sEandards and requirements in various international fora and negotiations.

No agency support!s these options, reflecting the concern, shared by industry and farmers, that such
a major policy shift might alarm and confuse consumers and create a disorderly shift in their
purchasing behavior that would not be warranted by our scientific understanding of the issue. The
top priority of 1ndustry and farmers is for the USG to take steps to reinforce the generally strong
level of consumer conﬁdence that still prevails in the US. They percewe that these steps would
work at cross purposes to this objective.

[
RECOMMENDATION

With the exception'of HHS, USTR and Commerce, all agencies support Options 1, 2, and 3. (HHS
and USTR support all but sub-Options 3a and 3b, whereas Commerce supports all but sub-Option
3b. In addition, HHS believes strongly that implementation of Option 2a should follow conclusion
of its current outreach process.)

Option #1 -- Enhancing Public Education and Outreach to Strengthen Consumer Confidence.

Option #2 -- Maintaining and Strengthening Confidence in the US Regulatory Framework by:

a) requiring compal:lies to notify FDA 90 days before biotech products are introduced into commerce;
and L



b) directing CEQ/OSTP to organize an interagency process to examaine the adequacy of federal
environmental monitering activities and regulation with respect o agricultural biotechnology.

Option #3 - Facilitating Volontary Disclosure of Consumer Produet Information through
Non-Biotech Labeling and Other Means,

2} USDA process on testing, quabity assurance and twlerances; and

b} FDA process to %éz:v&iop guidance for voluntary informational labels.
¢} FDA process to develop appropriate mechanisms, other than through the food label,
for providing information o consumers,

Approve Reconmendation Disapprove Recommendation
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