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LONDON -l! seemsSlmph~ enough: Let 
{OlUH;W.efS !mow wlHm they're buying
bU>englnt'ered food by requiring a label. ' 
It's an idea being promoted heavily in til(! 
U.S. by groups suet! as Grnonpeare and 
Friends o! lhe Earth, ami e\"t'o by SOIn{) 
fl«'rr.lwrs 01 Congress. 

But n lrip upand down the SUpermari«'"1 
aisles (l( Bntain, whkh baS required SUCh 
labeling since March, shows the ntw law 
hasn"t exacHy made things easier for 
dlStemlril: slWppers. Rather. it I1as 
sp:lwned a bewildering array of maikellng 
claims, ctlunterclaim$ and oulright contra
di~!Ons tha: en!y a food scientist Ilcss:bly 
t'1)uld unf;.tvel. 

Take chet'Se. One supt'rmarkd thalli.' • 
nere mbeis its cheese as being "made 
using genetic modHicillioo," the European 
talthword lur ~ngineerlng, But other 
supi!rmarkt1 cnains. whose cheese !lImade 
eXlIctly the same way, haven'l changed 
Ih"!r labels, saying 1he ctleesi! 'I.$elf oon
(ains 00 genetically modifien ingreeien1s, 

• TIIL'n l/lere's Birds E}'e L""(IWl Ilecl 
burn,·nt, The label rID a box j)un::hased last 
week Mates thaI -one ingn!dien(, $Oya 
protein, 'is "produced from genetically , 
modified soya." But II spokesman lor 
maker Uni!cver PLC Insists that the soya 
ls:n't genetically modlflftt. The europan)' 
has rctormUlal.ed the prodUCt, be explains, 
but has yet l(j te?1aee the bol:, 

Yes nr No? 
CMfustd yet? Tben sam over the 

small print on a Hugeo'Ow tOOroIale-

cOw.ed klx'rearn bar. No gt!nebtally 

modWed Ingredients !lsted there. nut con

. rumen wOOquesllon tbe company about It ' 

are ~ent a let1et mUng that tbe ban 

ct'!otolate waling'S, In fact, contain soya oil 

thaI "may have been derlvtld lrom gene!· 
!call> modU'lOO soya, but It Is ldentieal to 
any otner- S<JYll cit and tl1erdore does not 
rontain any gflWtlCauy modIfIed Ulate
nat" The IpUer adds, ''We art,l1owever, 
investigating whether thpu afe $tIltable 
alternative oils," 

All oi this may seem puuiing to 
American shoppers. who solar aren't lq'lin 
arms ovt:r WheUrer tbe rood [MY buy
includes'lngreil:leflts that \1a~ been (In' 
kered with in a Jabor1\.t(lry. After all, 
that's already !he east with many U.S, 
products, Bul European tt:m$Umen, whO 
have lived l~rotlIin sucl1 recent food scares 
as bed linked to "mad cow" disease, 
salmonella-contaminated eggs and di!ixlil' 
tatn~'d animal feed, are taking no 
chances, even llulugh there's no proof lhat 
'njOt:ngln~ fllOd.5- pose any heatth 
risks, . 

The rush to keel' prooucts lrom lJemg

'The !"esull has betn a bioteeh backlash ' brand,,:! a~ b!oen;rhlf'erro Js 11lIrdly sur. 


Wat at limes borders on l1YS!Eria, In I Jlrjsifl~. Wh~1l J. S;\luslmI'Y PI£,;) super·

Hritain,lablo]d newspapers roulifll'ly refer nurkf'l cham. tlt'gan ~lIinJ:" a bioeJlgl
to gNletically mo(.hfled products as "fTIlll' ne£'red IOmal(l PUll'.. unUcr It:; own br.lIld 
ker.s!em food," One prisoner ever. went on If: 199&. sales initia,[y ~xCe{'fl('(1 ,othf'r, 
a trung~r sfrlke demanding that ItO gE~1[, Illore t':tpensl'.'1' tmnds by :un, thOugll the 
C'J.lly modified fQOd be Sf!Ne<! to Illmales, product's J~ool voltm(eer!'d tlhlt if was ff;:'

Critks say bioengineered foods off;:! n!'tunUy modjf:{'(j~ But as the G~l COni;" 
ecnsumers no obviOus benefIt and Iba! vemy healed up, sal..s s:owPd and, by thO'
deSpite Indw;try aM govtmmenl assur, ('!le! Dr laS! year, ",ltlsohtle:y felllhnxlg.'l 
ances, nOI eIlO\!gh rese-arch has been lhe flOl.lr." says: AJiwn Austin, Suiusbary's
dooe lQ assure they are sate. Environmell' 
tal groups have exprrned roncem tliat ('Ilvironmen!al manager, The prodnct has 
genetle:tlly Il'ltldlfi!;'d plants CfIU!(l have slll-:'e ~n laken off the murker by Us ere
uninll'nded Side effrcls, lnchKling Idlling I utOI' and dIstributor, ZcneCll Plan! Science, 
benl1"ficlal Jnsects and. through the spread a Iml: of ASlrnZen!!!a PLC.. ' 
u( pollrn, promoting growtb ill herbiddf< HavIllg gotten the message that COil' 
resistant "super weeds" and ant!tlouc·rp. . surr.ers <!Oll't want bioe~red foods, 
sistanl "~per bugs," Others tent geneti SaUlsbury's and Ul.her 5Upennarket
odiy modIfied roods eoukl cause dange.· ch;)ins, as well as food manufacturers that 
oos allerglc reactions ill scme people,' , seU m Brl:aiu. lllUlct\etl extensive, month

In response to WIdespread' ;;onaumer Kmgrevlewso$ their product formuJatiom:. 
outcry, Ole g~an UnIOn last year ap' They began chaugtng reCipes to eliminate 
proved. leg!slalion loot !'eqrJired its 15 soya and 100m derivulives and onIerPd 
memhe:' countne5 tn begin labeling all their suppliers to rlnd ~w sources of mm· 
fooes :hal euntain genetically mooiJied bioongmwreU raw materials In places
mgndient$, ltamt'ly corn and SQybean in such as Sooth Alnel'ica and Asia,
which new genes have been added iii "We poure<l oversnmethil'lg I1ke Z,COO ill' 
provide traits su.:b liS Insect resistance. gmiients , , , and made changes to 1.500 
American Reverberations recipes as part of ntis process," says Bob 

MUrneJI, managerotlood techntallpolicy al WbiJe -no suctJ plans have been ao
Marks & Spencer PLC, which operates Sf)#'nounced in the U.S" the Food nnd Drug 
tlillty food shops, "!t was a CQ!ossat task.."AdminiStration said IU1 week that It plans 

SUpermarkets Soon began declunng inhearings aroond the country tlus fall to 
gauge publit opinion on !tie issue. Already. , ad~erHsi!lg that their own house m-ands. 

which 111- Bri!ain caa constitute more than~I'era! American bealttHOOd companies 
half or aU snl;:s, no long;:rwnt.1Jnt!d ger.et·M'<1! begun slappmg labels on tbeir prod' 
irally modlf'.oo ingredlQnts. ~llCts deelaring ttlai they contain ni> geneti· 

cally modified ingredients. Bu! <l dose examination oi stores' 
BU( befor'1! i\rneriea !Caps inlo· manda· rlllims, based on interviews wuh suptl" 

lot)' labellng, the govemmt'nt. rt:tailers market executives, shows thaI one ct\(lin's 
and COrulumer groups mill"ht want I" lake a ddld!ion of remOving io\e-neHcally modi· 
took at the far-reaching ImpaCt such.3 Ulw lied ingrf(!:wnts Isn't necessarily tllk same 
tws. hal! in Brimm, ilS another's, 

\Vhpn Ihe EuroPEan Umon mcrod.uced Sllt.'lSbury's, f(IT example, says on its 
ils legiSlation Ilisl year, Britain's ag'l'lcul· Web site that it Is "Ihe first majflr U,K. su· 
lure mtni~er called it "n triumph !or j11'f1llarkl'l to ('liminate g(~neticalty modified 
roIl$Ullli'( fighls \J) helter information." , mgrediems lrom its {lUo1!'brand produelS:' 
IJrllain went on to enact the toughest 1 Does ,Jut Include food additives, SUCh as 
labeling standards In Europe, ~Jiring I ~eners and navormgs, which may be 
,lY1m restaurants, C.lteN!r5 and baiter.; I£; genftlca:ly modilif'd? AIlllon Austin, the 
lis! genetically moo!fled ingredients, 11m.· , company's eDVtrOnmenta! mUllag11r, 
lalioM are punishahle by ImP'S of as muc!) replies. "To be lmnest, we ha.ve foeused in 
as $&,400, and lht government says it on major ingredients" $m;h as soya llnd 
intendS tQ conduct surveHlnnC(!, indUdjng maize protf!lni and cUs, as wei! as lectthin, 
in(W}lendenllab testing. an emulsifier, Asforother bloongjneeredi\1" 

"This, is not a health issue in any grMients, she says, "It takes !lme for the l 
way," says J, R, Belt, head. of the gt;vem· supply chain 10provide alternatives..,. 
menfs addiliw. and novel-foods division. 'We Mean Zero GM'
ad<iing that !lis ministry be-Jieves the lattst Te-sco PLC, Britain's leading supermarbioengmeeredproouctsartsafe, "This iSII 

ket chain, says It makes 00 thsHnctlon beq~!kln of ch~, Qf «lnsurn~:rchoke." tw«n major lUId minfJt genetltalty modi,
, But, in fact. au dirl"l':t result oUhe laOO!' fled ingrodH:nu. As a result, 150 Of Us'lrig law, there'sMf(1ly any choice nowataIJ_ hooie-br1llui products are stili labeled asThat's becaUSe Britain's l\¢W law sparked a etmtalning GM ingredients. "When WI'SlIVmM rush by manufacturers. retailers and 

terti OM, we mean tern GM:- says SimQP
restaurant thains to rid their products of Sorte, aTesoospokesman,any geneli<:ally modified ingredients so they Maybe so, but laboralnries tha1 test for
wouldn't nave to aller their laools and nsk genelJtaJly modltled ingredients MY it is
losing sales.. Even some pet,food mamJiac nlrr.os! lmpossltlle tel guarantee: that alUrers are claIming their products contain product line roIltains atisolutelY!ll) geneti·
Rogenttitally mOOlfied ingredientS. cally modified ingredtt'nts. Many grt}Wi;['$

Aroong the ,thoUSands nf Prodll(!~ wid 1.100'\ segregate b!Oenglneered and nonb!\)<
In Britain tt.3t now cloim not to contain engiMered soybeans and oom. Moreover, 
any GM Ingredients are Pillsbury UK genetkalJy modltled materials in higWy
Ltd,'$ Green Gluni vegetables and Old EI procP.$sed additives or oils often can't ~ 
PliSQ Mexlean food, Kellogg cereals and <!ett'ded in testing. "If there's no way to
Unilevcr's Van den Bergh Foods Bean{east test. then people are gOillg tu bend the
line. Aspokesman for McDonald's R~tall' rules lIad lhey're g<llng 10 bend lbe lru!h.·' 
ranIs Ltd., whkh operates l.OOO restau· says Bruce Fergusor;, presidenl of Envi,
rants in the United Kingdom. says, "We do roLoglx lnc,. an 'IW'finmmenfaHesting
no! use any genetically modified products company In Portland. Maine, 
or Ingtet!lenis :hal (ontain genetk:a!ly 

modified matenill," He adds, however, 

lll<ll some ingredWnts. such as soya oll 

uS€d in ham~urlfer buns. "coukl have 

come from a SO:lrte which itself is gtnetj· 
cally mod!tied at some point. ,. 
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Some inconsistencies in st.lperntutf!( 
ci:mlls ran be altributt'd iii thr labelirw law 
itstlL At the moment, the Europtan Union 
and British regulations reqUiTIt labeling 
{l1l;Y if gt'Tll'tjcal~y moriitied materia! is de· 
t&table in DNA Of protein. Adtilliv>!'S llr.d 
flavorings are ('xempt. 
Cheese-;\fakJng 

That has 100 10 S[lm~ strange labeling 
dj,t'mmas ill itrms as simple as cheeSe, 
Trnditionally, chee5~ was S~I u~lng an en
zy:ne calkd rennet, taken from the lining 
of calves' stomachs. But to appense 'lege-
tarians. Jll.1ny European cheese makers in 
recent years switched 10 an enzyme called 
chymosin that is prodUCed from geneti
cally modified bacteria. 

There's no evidence Iha! nny geneti
cally modlIi(>d ingredienl remaln~ In U~ 
chl'ese afier production. StU!. anI" super
market chain, Co-Op, decided to place la· 
bels 0)\ iUi C~e that say "matk'using ge
lWlk modiCkation and so free troll'. arumal 
renne-I." "l['~ II queSiron of whethe-r the re
lairer is honest or open in 1a!lelLng it," says 
a Co-Op spokeSIr..an. 

Meanti~, leet:me, a smail bul scrappy 
eonveniem:e-store ehaln whose chairman 
roinM Ihe term "Frankensteln fOOd," says 
it has switched to making its clH!ese with 
aoolher enzyme :hat doesn't come from 
anlmal$ and isn't produced from genet!. 
ca!lrmodifierl bacteria. "We'vedooe them 
one better," says Bill Wadsworth, the 
dlaiJf$ tedl:nlcal director. 

European Union officials. say they are 
hoping to dear up some of the coofusloo In 
the marketplac;;. Lasl week, a panel oJ gov
ernment representatives VO{e{j to extend 
the labeling law to rover additives and Ila· 
VDling's, II cl1ang{! IMt is expected to take 
eff«t ne):l YI;';.If and ooukl forte many 
manufacturers and fast·food restaurantS 

t(l eltlll;'T <h:lnge recipes, sv.-itch sllppliers
{lr begin labeling, 

The Ell also decided to address the 
problem {)f products '"contaminated" wUh 
trace amounts of genetically modified rna" 
teria! de-splte the best Intentions: af manu· 
rnctt.lters. In a contravl;'rsial decisIon, the 
panel recommended that produets don't fe· 
qutre labeling II each of Ihe ingredients 
contains 1'7.: bioengmeered mah!rial o. 
less. Consumer groups had argued that lhe 
limit ~hould be o:uHenth of lIlA!' 

In the lut\.lre, the EU may alsolty lode
fine when a rcraller Dr manuJaclurer may 
claim thu! a product is "GM·rroo," 10 
phr<l:!le thaI already has spnmg up. in some 
advertising and prolOOtiona! maiermL 
Many retailers, suth as Marks & Spencer. 
instead use the terrn "oon·GM," whirh 
they insist is diHprent. "We would never 
call it afloHree bfi:ause you could never 
gmmmt('e IlIat." Mr, MilcheU says. 

And thOrnier labeling I:!:SIlt$ lOOm. In 
lheir cmnpNitlve fttn;ty. smne BrItish su
permlU'lreti have begUn mttOOuemg I'IW 
and [roten chicken that tbey claim was 
raiSeii on feed rontainiltg no gflIet!Cl1Uy 
modified ingreditl'lts-even though there 
isn', evtderu:e that t»oenglruwrtd material 
ends up in the meat. Tn areompl:sh thIs, 
Ittland eonvtll'llencc stores say tMY now 
buy lheir ch!ekel'ls ia Brull, instead 01 
Brttaln, MarkS & Spencer says it is aboUt ~G 
introduce a new line 0{ free-rangf, non-GM 
poultry, I;'gg and pork products. 

sainsbUry's has Ytt to jOin the oon-GM 
chicken and pork parade, but Mrs. Austin 
SIl}""S It's probably "ineVitable" and. adds It 
may only be a rim step. "We are utterly 
adamant that !f yru: wish t(j claim you are 
GM-free. th.en you are ultimately going to 
have to go as far as OM-free vtterinary 
medicines," slle says, 
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Sy Ln;f:7n; L.\I;;>I.u:&, 
:'>,qf:R,'p''''N,,:Tm:'A-.•, LSYlt~17r J,,' '"' \I, 

BLUE MQUN'fA::-; LAKE, N.Y.-11 wus. by all 
tlllfl"3r.;!l.(es, a typtc:ll corporale fPlre,'l:. 

Top (jrJ:~i"ls from s~vi'ral muHi!l.ulionul ~:ller· 
priSI!S jetled [n last week f:-om si~ c:lIltint'nh: to ~ 
:>t'clillleu c:lmp in the AdlrorniJ.cl; ;llollntal:1s, Fur 
s:x days, they strolle-d alongbabbhng brooks, hit!· 
dlctl be-fore roaring fire-s and mapped /)U[ how !(\ 

cruck th~ bare·ta'penetrate Amenc:m mlHk~t. 
Hill :h~se were naCHOs. At the Blue Mountuill 

Cenler ill Upl>ti\!e New Yl1ri!:, the 22 par:lclJ'."tlHs 
from ,2 COUntries des.c~ndedon Ihig sylvan seUl!Il; 
It) plot the firs! al!·Otlt assault onilie U.S. biotrch
food industry. 

l'it\'lna! of the acUvlsts. attornt!ys and ttlen
tnts on hand hPllled orchestrate previous cam· 
pa!gn~ agalost food made (rom genelJcaJ)y modi· 

!let: crops in enntinen!1li Hu~, the: U,K. <Inti 
eise;1.'here. Aeon)' Baefln, for one, is tM intern.1' 
tional coordmillOr for Gret'l'lpeaee In ikr1in. He IS 
cr~i,ed wllh directing a campaign in 'lie-stern Eu· 
rope thatlilf1 major CQm;13nies scarfti.!ltd scram· 
hUng 10 yank btJby food and other g~neth:ally en
gineered grocerjes, from Store si)IJLves last year, 

Wllh pubhc opposition gaivnl'lited abroad. Ihe 
group is now settir.g its sights on the U.S. High on 
its a!.'enda: gearing putlic sentimenl againSt Ite< 
nelk:llly modHied -organisms IGMQ) and picking 
cOrj}{lrrt(e targets. 

The U.s. food induslry has been tense about 
Utis, Half the rtlltloo's soybeiln crop and a Ihlrd or 
its corn crop rontaln !r:lrnplanted genes. Those 
crops. 1/1 turn, nre used mcoonUess food proolttU; 
the syrup fW Coke, 1>ldfl)IUk!'S namb~.ger buns, 
H~ml Itl;tch~p nnd Gener~1 ;',!il!s' !kIt)· Crocker 

cake mixes, to name a lew. 
Wl'llle some U.S. food cwnpanies have rec~nl1r 

begun swilching ingredients. i\ backlasn of lilt' 
magnitud~ st'en in Sumpe hasn'l ma,eriallzetJ 
had. One reason: there is little evidence now thilt 
gi!Uetically modified cro{I$ fir>:! eyen hat.1roous, 

While opponents concede lhat any real risks to 
people are unknown. they argue that :he biotech 
industry is treating poople as Kllinea pigs by 
failiog to conduct long-term studies til"S!, Some 
say ir. posSible genetjcally modified foods rould 
trigger deadly. if rare, a!leriles. They also thm): 
gellelle..!!y .altered crops ralse environmental con· 
eerns and cite tile ffiOf!aJ"Ch buttetOy. wll~ lar
va.! have dIed 10 the laboratory wilen exposed to 
pollen from gtnetkally ilitered rom. 

In Eu~.just lhe possibility 01 !walth or env!· 
ronm!!ntJI threats-:t $Jhlrk f:tuned by 
GrellllfNI.Ce, among other envlnmmental 
and leftist !:Toups-has fllr<:ed footl malt· 
~rs. supermarkehl and restaurants III gu 
r.on"GMO. 

Compames such as Novartls AG say 
that, 'while fears a~ so lar ~rgeJy ·urr 
founded. b:oIeeh agriculture already has 
many proven benefits. Among them af!! "a 
major l'Cducllon in pes1:clde use, a l:Jajor re
duction in soil erosion, a mlljDt reduction It\ 
water polll:.lion and a majj)f increase In 
yield, ~ says Sieve Briggs, dlnwlor or Novar
tis Di~("overy Agrir-Jltura! Im;titute in San 
Diego. a research ann of the Novartis Foun· 

ered a SIte«h in s(~[Hemller at (heCh:t'f Ex-
l~cutiws Club of Boston extolling I~W 
'll:-tues of biotechnology_ Citing the pj)(>e
hJJ 10 soJve world h>:>.llth prob!t'm~ and in' 
crease agrlcuaura! Prodlltlivity, he said, 
"j h:l.ve grtii:! paslIion ami e;;;:itemrnt for 
bJuteehnulul.'Y, H 

The Biue Mlluntal:l retreat was ll!1\a
nited by a grOllp of Amen(;;ln aCI[vlsts wlm 
I",it the mQmt'nt waS rip<> for a 1;.5. cam· 
pal~. Activists from all over tpt> g1ooe
Intha, BI1I£1, Zimba:uwe, Aostralia. Eu" 
rope lind the P:,\!llppines:-new in .JOT toe 
Ul'lllUbltClled ffieetm!:. 

pat Moo!!!'!,", ij Canadian who runs the 

ccmrmmiClIXlns ;md In1(Jrflet sl::ltegJ' s!'s, 
sions_w.ts formaUy created,"li Bllle :'l~un
tair. to link activists as they take ou mUitma
lional corporationS_ Wheo tte World Trade 
org:mlzatltm meets in Seattle nex~ r;,'0llth, 
Itte:ewUl be an antlbiolt'clJ Htea"h:'n to. m" 
fluenee lrade ofj\i,:ialil.aml tile publIC. 
• And, lollowi:'ig the big to\)acro c{m'l~Y 
Jnwsui:s. lhere is discu~kln 01 sl,aJlP;ng 
bioleth-food ccmp,mles with ~maSS1Vt' ,iu
gallon from peop:e suffering fro;n genetIc 
pollution of crops., says Andrew Kimbrel!, a 
public iaterest attorney whl) runs ihe Inter" 
nalionalCenterlotTl;'ctm.oklg)l Assessment. 
in Washington. HIS KfOUP last yttar Stl,Cil tne 

Rur~1 Alh'ancenwnt Foundallun Jnlerna- \ U.S. F1Xld and Drug Admmlstratlon m fed· 
tionu!. brought hiS l&'year·old stepdaugh·· {'ral district court in Wasinogton todema~ 
ler. Keiser. Mr. Mooney is credited with 
('(lining the phrase "terminatlU'~ to de
scribe an expcnmental gen,. !ethnology 
thai Mons:mlo woold access \Irrough lis 
ptndlng acquisitiou of a Mississippi cot, 
toosetfi romp,my. The technique cr.eates 
slf!rlle seros, 

At one pnlnt, he enlisted Kelsey's help 
!o layout the debate i05fark lerms. Is ·ter
miMtor' good or Ilao~' tie asked h~r 
Tllllrsday nlghl, in fronl 01 other acti\:ists. 

-Bad,~ the !Child repll~d. aller a pause, 
~[s Munsanto good or bau?" ;',Ir, 

l\.l()C)flI'Y asked, 
~Bad.~ she rejll~. without missing a 

bt!~t_ :.if, Moooey smllt!it 
1\'$ not at aU il given that the lerodty of 

Europe's hlot~h·foodsenliment wl1l sprRad 
hert', tim reslslunfe may lmv~begun t(t take 
root AcOtlpl.eor mOnthsagu, ttl'\dftrpressure 
from Gmnpe:J.C1!. Novnrtis's U.SAlased 
Gprber diY\sY.\fl said it would ;.:Jimmall! ge
neUcaUy modlflctl ingredlents from its Inlby 
fooJ. IU, Heinl Co.. is lallng similar steps, 
!...ast week. boWing to pubjic prtSsure. Mon· 
santo ormooncedit wouldn't mao.eHhe«ln' 
t[1)IIHslalseed. 

Today al RotkcMler Center in New 
York City. the Bltw. Mountain activists 
blve scheduled a presS confmnce to pre
sent a globnl front against bjotech foods. 
Nex; slep: lUt aCllVl&ls will reach Ollt to 

'liUhllc·ht'alth aMOClalions, wamen·s 
!(Toups and colll!ge-studenl orgaruzations, 
Alre:u.1y, they s.',y, Ihe movement ls stir
ring liP mlen~s! or. ur.ivnrSity campuses 
across the cuuntry, 

M international nE!WOrK-wlth regu!o.r 
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dislr:r1 thti ltllUt." 

Monsanto OJ, and DUPlint Co, likewlse: 
say they are eDmmiUed to biotech foods, 
but are: wHIir.g if) dlseuss concerns raised 
by oppooenls. Charles O. HoUida),. chair" 
man and cl1ief executlVl! of DuPnnl., deHv· 

Ih:ll food:l contmnlng genetically altered m
gredienlS be label~ as Sl.!c~. , 

F"u:1d ralsmg IS a pnurtty for the U.S. 
groops. Chns IMsser, the coorolnalo: of 
the Flmders Worklng Grol.l;l (10 BlOteehllOl· 
ogy, San FranCisco.:roys s."le has reached 
OO! to the Ford. Rock-eftner and other 
mainstream loundations. Funding for tast 
week's relrelit came from the HKH F~ 
dation, which endows 1M Blue Mouni<lm 
mansion. and from Bril.am's JMG Founca· 
1100. which baS finanC1:d grotip$QPposed to 
biate<h food in llw U.K. and France. 

l..ounging on ~l!lI(jW·Slr~wn solns nnd sip" 
ping red win~ ,from.plastIC cu~. Uk' Bh~ 
Mountal!! actiVIsts {ltS<:'Jssed Uwlf neXl cot· 
porate urg\!ts, ~lonsanlll h:l.s already heen 
·'dobbered,- declared Mr. Mooney, ~~nrt:r 
TeIteL ext'CtlUve diredor of the C1J1Ulctl fot 
ResponsLbl~ Genetics, Cambtidv;lJ. Ma-ss., 

. said he's wsccntinuing the cOlnmn, ··;'\m,l" 
sanloWatfh." whith appl'ars In hi:; gnrup s 
newsletter. Next Uft. Itt S:lYs·. a column 
caUe<1 "t\ol'arllSWatch-ormjybe Just "Cur
poi.!leWltch.·' . <. 

In lmli4, says Vandami Sinva, ~rolesls 
are. already nimed at U.S. c[Jltlpnf'll8 and 
"tile biotech crops lite), wal'_t to dump. 

H 

Silt, 
is a phy$l~tSt and founder of tilt' antl·GMC 
R~earth {nsUt'J!I! for Science. Techno[()j.:;, 
and EcdOiD\ 10 New Delht. Altd ~Iw. eO,nt
pares thr Io;ilan dpmon5tra\lon~, m w111t'1 
fields of cott-oll have been set afIre: w~1.\ 
hatma Gandhi's effortS to end Bnl1sh cl)l,; 
nlnlrule. , 

"The problems of the en'\;1'C worltl h~\"
been created in Ol.e ~.$.. " she sayn, ..~ 'A, 

have to bring these issues back nomf'. 
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Raytheon Hits Snags on Pentagon Work .. 
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Cost and Schedule I'roblems 

PlagueOver 12 Contracts 
.• Valued Alxive $2 Billion' 
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Raytbeoa CO., tong viewed as asureess

htl ~xampltc u1 dtrense-industry mnsofuta

lion. is over teSt or behInd smedule on ' 

more than a do:en of Its Pflttagon flud. . 

~ amtracts, aeeritdlng to people faroU- . 

larwlthn~prograrn$., ".' 

: ~aytheon already dlsclos:«! In Septem"
tier,that It was havingso;nfJ problems In its . 

def~lt$ei'!leclrm1ks and eonstrucUon units 

that will result in TepQrting a pretax d:I.a.rge 

\:!f 1350 mIDlOn t!l USO mUllon. Ttle rorJl' 

.party is elll«'ted to gWe details of the ' . 

. ~~ to financial analysts tomontlW at todiscuss Ihe eompan~ ~vanous ron,tracts 
rp~irl NewyortamlBoston.- -, lU part of the agtn9 s broadt:r t'CVle'l11 of 
! Some of those Pentagon tontracts'are .an 01 Its amtnrtm. thu:te famlliar with 

JneludOO '-In the ettarie. whJclJ Win be' ,the-situation said. 
JiO$1ed for the t.hlrd quarter but othm -, The financIal impact of the rost over
aren't. _ \. -... '.' .' .:. runs Is:mdear. But the tolal valut of the 
": ~mong the filed-prieed eoottaeu that _. programs 1$ upwards of $2 billion: The 
~re. running tmt cost are Rlytheon'$ lu' .Jave1in program,' whl!:b Raytheon sham 
ornllve Tomahawk. eruise missiles, N·. wltb ~MartmCorp .. totals at least 
Qrl.1ln patrcl aircraft and Re-us rOO'innals. " $1U million, while tb.e tomahawk program 
!IIUp ain':taft pt'O(l'3lll$. Mid those CamU: Illf:)M ueted$ s:soo ntilliOn. 

Jllt,w1th the matter. Also bav:lni troubJes . A Raytheon spoteswoman ~f'dined to: 
aM tbe sbuulder-beld Jannn missile, the comment on detai13 of ttu! Pentagon meet· 

-~Navy Extremely HIgb.Frequency 5atellltl!' lni or the cmnlng: investor toof¥reixn.. 
~l'I'ImW11eattansprogram.andthe(Cftver- ,. But a rompany s'tIltement nollilil (hilt 
~n of II mllltary- plant in UmaUIla in RaytheotJ hu mON! than 6.,000 oontracts of 
~orthem (tregOn for commercial use. thty varyIng size '00 tomplexity. and 50 "It Is 
illld. not unusual that issues may artseQll a few 
:: 'breeding preset ecntract amounts on that require-atten1itln." 
Jh~ amtracts leaft:! the lnlngton, .' A Pentagon spotesv:nman dectined 10 
.Mw., oornpany mportS!b!e for the dif(e~' oommenL A Lockheed Martin SpOkesman 
.~net unless the Pentagon ag'm!S to 0: (Otl-o-~- - p1d be isn't aware of any problems with· 
_tract change. At least some of the Issues the Javetln program that could lead to a 
.:were dlscussed twoweeks ago When Pfil1a· . charge. 
:~~~Ii~~~.~wlthR!~ex~ Raytheon's problem... are ausing con-. 

Ct'rn on Wall Stmt, whitll had viewed 
R."lytheon as ttu! rare case of a detelUe 
company that had appropriately managed 
rts aC1luiSltlons. The wave (If consmidatlnn 
that ~ptUtrough the U.S. dclense indus
try after the Cold War ended In {ssg caused 
prolonged probl~ms for a number of giant 
aerospace and defense companies. Indud
Ing lJJckhei;'(t Martin and Boeing co" 

Raytheon, Lhough. appeared to take a 
different approaen toltJllC1lllislllonsw the 
derense"li!!mronlcs buslnesses of Texas In
jIOll'\l!nf!nu and Hughes EI«tronics CIJrP.. 
Analysts said Raytheon aggNl:S$tvely set 
out 16 tteale a humogenous entity, moving 
toronsoUda1e its missile and related opel" 
atkins In Tur.:wn, Ari~. 

"Pecple bad looked at Raytheon as 11 
strong performer," $11M ING BaMngs ana· 
Iyst Sam Pearlstein, NoW, "thenfs general 
Ullttrtalntyabout thf;'(lngolngtamlngs p0.
tential and wUOOlt for Ihls (ompany." 

·Raytheon stock fell 37.5 cents til S42 In 
Please 1\(nl to Page AB. COIlIml'l • ,- '. 

Raytheon Over Cost 
Or BehindSchedule 
On Pentagon Work 

, Clmtinued From Puge AJ' 
New York Stock Exehange tGmposite trad
Ing yesl1!may. The stoet has feUen about 
one--thlrd from the day before tM (barge 
was annOunced. 

With the exetpunn of work en the 
Umatilla plant, which is tun by Raytheon's 
Engineers &: OmstructOftl unit. the pro
grams are the domain Qr Raytheon S)'$
tems: Co. Raythron executives have said 
the £barre announred Sept. 1S was related 
10 these twu unil$;, with the majmit)' attrib
utable to RaytbMn SysLtmt$. Raythoon 
Systems, whkh inchtCles both lhe oom
pany's der~nse and commercial electron" 
tell systems, accounts for SitH billion in 
annual ~venue,or about ~rters of 
lbecompany'5 $20 billion total. 
~ Engtn~~1'$ &: Constructors 

has experienced problems: OVP.f the ~ars 
with tile htghly.rompetittve, often-polltieal 
trta.rkl!t 16 build power plants and other 
large-sca!e industrial projects, Raythl!'lm: 
executlvt$ have eonsldered lIbedding or 
spinning off the unjl, but are In the process 
of ~ttitl, 113 oosts in line bE'fUl'e thai hap
pens. analyStS said, The unit's revenue tl)
Wed $2..1 bllliGn in 1m 

Separately, RAytbeon anllf)tlnced the 
restructuring nfits commerctal-electtonk:$ 
business, whlch is part of Ra~ Sys
tems:. In doing so, the oompany rombtnoo 
some of Its commerda\ and def~ee' 
tronies businesses and appolntl!d Delbert 
Uppt!rt as Vice president of Ih~ newly 
!mm~ business, Mr. Lippert. who was 
serving as the unit's acting hud. will ~ 
port directly to Chief Executive Daniel 
Burnham. 
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November lQ, 1999 

ACTION 

MEMORANDUM fOR THE PRESIDENT 

FROM: 

REF: Decisiou on Agricultural Biotechnology Issues 

Purpose: A vigorous debate is under way in the U.S. and around the world about how governments 
should mos.t appropriately regulate foods and crops made using biotechnology, ThIS memorandum is 
intended to present the issues surrounding the current debate and provide policy options. 

Background 

Modem 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 organism and put them into any other organism, as well 
as to introduce targ~ted genetic changes in organisms. The practical effect is to open up vast 
opportunities for d+veloping 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 leader in thejbiotechnology induslry. Although the use ofbiotechnol.ogy f.or producing new 
drugs and vaccinesihas been widely accepted arOlmd the world, the use of the technology in producing 
foods has been mu~h less well~reeeived, Indeed, some consumer activists have alleged that these foods 
arc unnatural, caUi:h,g them ·'Frankenfoods." 

, 

In 1986, the Office of Science and Technology PoHcy published the "Coordinated Framework for 
Regulation of Biotechnology," in which the Food and Drug Administration, the U,S, Department of 
Agriculture, 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 oflhls policy was that, based on the 
government's assessment of the science, tbe regulatory framework pertaining to traditional genetic 
manipulation remains adequate for research and products of these newer techniques, and that no new 
laws were needed. As a result: 

• 	 USDA promulgated regulations requiring developers ofbioengineered crops to notify it before planting 
such crops in tbe field. This process was intended to minimize any potential "plant pest" risks that 
the bioengineered crops might pose to agriculture and the environment. IfUSDA detennincd from 
its review of the resulting data that the crop posed no plant pest risk. it would classify the crop as a 
non-regulated Mticle and allow it to be planted with no subsequent USDA involvement. 

• 	 FDA promulgated no new regulations but did publiSh a statement of policy indicating tbat new 
substances bioengineered into foods would be subject to premarket approval as food additives if 
those substanc~ 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 therefore would not need premarket approval, FDA encouraged finns to consult witb it on 
safety issues prior to marketing, which finns have been doing. 

• 	 EPA promUlgated rules for the reguiation ofUintergenericu microbes, as potentially toxic new 
chemicals. and for the regulation ofpesticidal substances introduced into plants. EPA examines 
both environmental and human health risks of the microbes and pesticides. 

Federal regulatory agencies remain confident that bioengineered crops and foods sold in the U.s. are 
safe. Bioengineerea corn, soybeans, cotton and canola are widely grown and consumed tn foods here. 
and American consumers retain a generally bCllign view ofthe technology. Nevertheless, companies 
are increasingly coricerned tbat public acceptance could erode in the face of media questions and 
activists' representations that the technology poses unknown Jong-tenn risks. And they fear that 
international resistance to the products, especially In Europe, could eventually spill over into the US 
market. 

International Considerations. The EU is proving increasingly problematic, in part due to recent food 
safety scares unrelated to biotechnology as well as preliminary research indicating that some biotech 
corn pollen may hann Monarch butterflies. Last June, the ED Environment Council decided to require 
that agri-biotech products be proven to have no environmental or health risks before being placed on 
the market and that the EU Directive regarding biotechnology regulation (901220) be revised to include 
additional procedures for handling already~approved biotech seeds and bulk commodities, US 
producers arc being adversely affected by this effective moralorium on regulatory approvals of 
bioengineered products. With seven pending applications for new com varieties, com growers are 
losing at least $2OQ million per year in exports. US producers arc concerned that additional countries, 
such as Japan, Korea, Australia, and New Zealand, are foHowing the EU's lead in mandating labeling 
of biotech foods. a~ foreign food retailers and processors are beginning to demand GMOMfree foods to 
protect their brand'image and avoid loss of market share. This 1S generating Imcertainty among 
American famlers and concern about the added segregation and testing costs. As a result, the 
Administration is working to promote fair market access for US exports on several fronts, including: 

• 	 Technical coop,eration and information sharing in the OECD and Transatlantic Economic Partnership 
in projects imtiated at this past June's G-8 and US-EU Summits as well as through the National and 
Royal Academies ofScience; 

• 	 A high-level U,S-EU governmental dialogue that was initiated in your recent meeting with EU 
Commission P,resident Pr()(li for the purpose of securing more predictable regulatory approval 
processes in Europe and resolution of outstanding market access issues> including blocked US com 
exports; and I 

• 	 Preparation orus negotiating objectives for the Seattle \\,TO Ministerial aimed at focusing any 
discussion about biotechnolcb'Y 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 substantially equivalent to their conventional counterparts. However, the FDA requires 
labeling of food, including that which is bioengineered, whose composition has been significantly 
altered, whose nutritional values or intended use is different from conventional food, or which has 
allergenic prop~rties. While this interpretation and policy is based on sound science, it has not 
entirely succee4ed in quieting consumer demands for labels and other infonnation about the 
bioengineered content of food. 

I 
• 	 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 
ofbioengineered food products. And US advocacy groups are intensifying media and public 
education campaigns. Some contend that bioengineered foods should be subject to fomml FDA 
safety approval before being marketed, 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 violatiI1g 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 ofGMO'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 education, a requirement that companies notify 
FDA of new bioengineered products before marketing them, and work by USDA and FDA to help 
fanners, companies, and consumers detcnnine what constitutes a non-biotech product. 

• 	 Fanners. Perhaps the most pressing aspect of the issue is the uncertainty facing fanners, 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 faffilers 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 commodities 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 ifvery stringent thresholds were adopted by 
countries and companies (e.g., the EU has recently proposed that any product containing more than 
1% ofbioenginJered product be considered bioengin~ered), suggesting that the US has a major 
commercial stake in how such decisions are made. 

I 
• 	 Environment. Finally, agricultural genetic engineering could have significant environmental impacts, 

both good and b:ad. Potential benefits include reduced pressure to clear tropical rainforests for 
fannland (due to enhanced agricultural productivity), quick.er, more effective clean-up of oil spills 
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, 
(with genetically engineered plants and microorganisms) and less use of harmful 
pesticides. Risks include the development of "super-weeds" (ifgenetically 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 is currently 
considering guidelines to protect monarch butterflies in the planting of 8t com, In other cases, the 
regulatory authorities for addressing environmental impacts ofGMOs may be less clear. FDA, for 
example, is currently considering applications for the approval of genetically-modified salmon that 
grow faster and larger than native species, Although FDA is considering the ecosystem impacts of 
an unintentional release of the modified salmon as part ofa 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 Outreach to Strengthen US and Foreign Consumer 
Confidence 

• 	 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 social) issues of public concern. 

I 
Encourage US food processors to post on Federal or their own web-sites listings of products containing • 
bioengineered ingredients, with information about their safety and the Federal procedures through 
which they pass~d. 

I 

• 	 Intensify intem~tional educational, cooperative scientific, diplomatic, and technical assistance 
activities to explain US regulatory policies and work toward more consistent policies. 

These activities wo~ld enable the regulatory agencies to hear public concerns, receive scientific input, 
dispel inaccurate information, and influence regulatory decisions in foreign markets. All agencies are 
supportive of these ~teps, and many, including USDA, FDA, 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 notification or approval, but encouraged consultations 
between indus~ry 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 ofGMO 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 the posJibility of requiring prcMmarket 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 h:onor 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 should be based on and follow a process of public outreach, such as its three 
public session's 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 authorities 
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 infonnation, 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.e., defer to the 
private sector on product segregation and labeling but engage with it to lend order to the process and 
reduce uncertainty and confusion for fanners, 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 requiring FDA-approved labeling, consumer preferences 
abroad and, to a lesser extent, in the US are prompting some commodity finns 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 infonnation voluntarily disclosed on products is accurate, reliable, and comparable to 



I 
information foundion 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 finns. 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 s'egregation and labeling to the extent one emerges in the private sector. 

I , 
a) USDA process on testing, tolerances, and quality assurance. USDA would initiate a 
comprehensive process of public outreach to detennine 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 
consultations, 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 ofa given commodity would become a key component of 
industry-developed "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) FDA process to develop guidance for voluntary informational labels. , 
The Food and Drug Administration (FDA) has already initiated a Federal Register notice 
announcing 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 infonnation 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 their products contain genetically engineered ingredients. However, the labels must 

, ' 
meet the standard of being truthful and non-misleading, as interpreted by the FDA. Building on , 
the current FDA hearings, this policy option would create a process by which the agency would 
develop gJidance on the elements of a truthful and not misleading label for non-GMO food 
products i~ order to inform the design of any such claims voluntarily made by companies. 

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



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 ofbioengineered 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 undernline public confidence by 
suggesting that the federal government has serious concerns 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 th'at bioengineered foods do not raise scientific or safety issues warranting such 
oversight. 

b) Mandatory labeling ofbioengineered 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 
ofbioengineered 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 infonnation to 
consumers. With access to infonnation readily available, 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 h~nd, mandatory food labels for biotech content could undennine the function and 
utility of the food label, whose purpose is to provide infonnation pertinent to characteristics and 
composition of the food. As such, it could distract attention from important nutritional and health 
infonnation no~ 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 
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 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 concern, shared by industry and farmers, that such a 
major policy shift might alann 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 USG 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 to this objective. 

RBCOMMENDATION 

Approve 

Option #1 ~~lEnhancing Public Education and Outreach to Strengthen Consumer Confidence. 

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

a) 	 r~quiring compames to notify FDA 90 days before biotech products are introduced into 
commerce: and 

b) 	 directing CEQ to organize an interagency process to examaine the adequacy of fcdcrnl 
environmental monitoring activities and regulatory authorities with respect to 
agricultural biotechnology. 

Option #3 ~~'Facilitating Voluntary Infonnational Labeling of Non-Biotech Products by 
initiating: 

a) USDA process on testing. tolerances, and quality assurance; and 
b) FDA process to develop guidance for voluntary infonnationililabeis. 

Option #4 --[Supporting Mandatory Pre-Market Approval and Product Labeling 
, 
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Record Type: Record 

i 
To: Bruce N~' Reed/OPDfEOP@EOP.EricP.Liu/OPDfEOP@EOP 

cc: Mary L. Smilh/OPD/EOP@EOP 

Subject: BIOTECH NEe porus PAPER 
, 

NEC is still drafting new versions of its memo but It is basically Ihese 4 options. ('ve said I 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 

• Domestically, lengage 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 addition~l 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 social) 
issues of public doncern. 

• Intensify international educational, cooperative scientific, diplomatic, and technical assistance 
activities to explain US regulatory policies and work toward more consistent policies. 

These activities would enable the regulatory agencies to hear public concerns, receive scientific input, 
dispel inaccurate information, and influence regulatory decisions 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 
requiremen~s 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 consultations between industry and FDA. To date, all new 
feed/food products have gone through this voluntary consultative process; however, critics point to 
the volunt~ nature of this process to make the claim that FDA's oversight ofGMO food is based 
on an honor system. In an attempt to address this criticism, FDA has launched a series of public 
listening s~ssions over the next month in part to explore what if any modifications to its policies 
might be warranted. 

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 w6uld 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 pre~arket notification would require development of a legal rationale that does not 
undercut the US, government's scientific assessment that foods from bioengineered plants are not 
inherently differ'ent 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 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 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 ofregional 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 recomm~ndations 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; 
however, some c10ncern 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 bi,oteehnology. 

3. Facilitating Vohintary Disclosure of Consumer Product Information through Non-Biotech 
Labeling and Other Means (i.e., defer to the private sector on product segregation, tolerance-setting, 
and choice of mechanism for providing consumer infonnation, including non-biotech labeling, but 
engage with it to lend order to the process and reduce uncertainty and confusion for fanners, 
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 finns 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 e~suring that infonnation voluntarily disclosed on products is accurate, reliable, and 



comparable to infonnation found on other products. as illustrated by the current confusion of 
supermarket shoppers in the UK. Finally, fanners and grain elevator opemtors have an interest in 
ensuring that steps they take to test and maintain the segregated identity ofnon-biotech crops will be 
reliable and generally recognized as vaJid by commodlty firms. It should be noted that industry is 
more comfortable with negative, or "non-biotech," labeling than it is with affinnative, or "contains 
GMOs," labeling, which it fears could unduly raIse the profile of the issue for consumers given the 
widespread presence ofbioengineered com, soy and other ingredients in products on US supermarket 
shelves. 

As noted above. FDA 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 
bioengineered plant:varieties, solicit views 011 whether FDA's policies or procedures should be 
modified, and gather infonnation on appropriate means ofproviding infonnation to the public ooout 
these products, Building on these activities, this option would create a process of public outreach and 
technical research tlirough USDA and FDA to support an orderly process o[voluntary product 
segregation and non~bjotech labeling to the extent one emerges in the private sector. 

a) Y.~.PA process on testing. quality assurance and tolerances for non-biotech products. USDA 
would initiate a comprehensive process of public outreach to determine the feasibility of 
establishing standardized testing protocols~ quality assurance programs, and tolerances for 
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 consultations, and, 
for development ofqualify assurance procedures and tolerances, the issuance of an Advanced 
Notice of Proposed Rulemaking (AJ';,TPR), 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 ofa given 
commodity ~ould become a key component of industry-developed "chain ofcustody" 
programs, which might facilitate voluntary labeling ofconsumer products. The process could 
inform and support USG efforts to influence foreign regulatory decisions about where to set,
non-biotech tolerance levels. thereby potentially helping to preserve fair market access 
.opportunities for US fann exports. Should domestic industry choose to usc this infoflnation to 
develop label,S. FDA would need to detennine whether they were truthful .and not misleading in 
Qrd~'f to ensure that no unwarranted inferences would be drawn by consumers concerning 
human health considerations. 

b) FDA process to develop guidance for voluntary infonnational 1abels for non-bjotech 
products. Under current Federal Food, Drug. and Cosmetics Act (FFDCA) authority, 
companies currently can use product labels to indicate whether their products contain 
geneticaIJyengineered ingredients, However, the labels must meet the standard of being 
~ and non:misleading. as inte!p'reted by the FDA., Building on the current FDA hearings. 
this policy option would create a process by which the agency would develop guidtlnce on the 
elemems of a truthful and not misleading label for non-GMO food products in order to infonn 
lhe design of any such claims voluntarily made by companies, Such guidance would \ikely 
include a recommendation that GMO-free labels include a disclaimer indicating that 
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bioengincered 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. 

, 
c) fDA P~~~~J9...Q~"y"~J9.P appropriate mechanisms, other than through the food label. for 
Qt<?yJg.!gg irifonnation to consumers, Building on the current FDA hearings, and on the 
experience fDA gained from developing a web-site listing the Y2K compliance status of 
thousands of medical devices, this po1icy option would create a process by which the agency 
would develop guidance on the l1sling ofOM 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 (al and (b) because they believe that even limited govermnental involvement 
in activities related to biotech tabeHng 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 utUity of thod 
labels, in part by adding cluner and distracting consumers from core nutritional information, USTR 
believes the marketplace wm sort these issues out \vithout (he heIp of government programs. 
Commerce supports sub-options (8) and (c) but not (b). for the same reasons as those attributed to 
HHS, 

4. Sueporting 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 end9fsing legislation in CDngress. 

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 ofbioengineered 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 ofsafety, removing the criticism that the 
current system depends on the good faith ofbiotech companies. However, such a change in policy 
would be opposed by industry on the grounds that it could undermine public confidence by 
suggesting tha(the federal government has serious concerns about the safety of the technology. II 
could also create significant penod of "regulatory limbo" between the time ofthe proposal and 
enactment, dehlying market entry ofcommercially important new foods despite [he longstanding 
Federal view that blocnginccl'cd foods do not raise scientific or safety issues warranting such , 
oversight. 

b) M.~.~.~.~~!Y labeling ofbloengineered food products: may ultimately be the only way to cease 
being on the defensive about hioengineered foods. in part because many consumers may end up 
harboring misgivings about the technology absent greater assurance that they will have control over 
the d(',,{:Jsion to 'consume fooos derived from it or not Moreover, in light of the range of 
biocngineered trops grown in the U.S., the scale of the processed foods that would have to be 
laheled might actually serve to reduce any stigma associated with labeled products. The 
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Administrationimight 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. 

I . , 

On the other hand, mandatory food labels for biotech contcnt could undermine the function and 
utility of the fObd 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 no.:v 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 
bioengineered foods by giving the impression that they must be different and riskier than other 
products, leadirig 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 funda.mentally 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. 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 standards and requirements in various international fora and negotiations. 
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No agency support~ 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 industry and farmers is for the USG to take steps to reinforce the generally strong 
level of consumer tonfidence that still prevails in the US. They perceive that these steps would 
work at cross purposes to this objective. ,, 
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RECOMMENDAnON 

With the exception'ofHHS, 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 companies to notify FDA 90 days before biotech products are introduced into commerce; , 
and I 



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

Option #3 - Faciiitating Voluntary Disclosure of Consumer Product Infonnation through 
Non-Biotech Labeling and Other Means, 

a) USDA process on testing. quality assurance and tolerances; and 
b) FDA process to ~evelop guidance for voluntary infornUltionallabels. 

c) FDA process to develop appropriate mechrulisms, other than through the food label, 
for providing infonnation to consumers, 

ApPl:"0ve Recommendation Disapprove Recommendation 
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