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Thank you for the opportunity to raview, inforsally, tha draft policy
statemant. BSince it was provided to me informally and undar the
sendition that I not distribuce coples cutside my ofilos, pleass
sonsider my commants as unsffielal initial comeents of this oiflce
enly. 1 did not §61Loit ths comments of the Food Safwty and
Irspaction Bervice and the other appropriate U.8. Departmant of
Agriculture (USDA) Sclence and Bducation Agencies. It ls antioipated
that my Agancy and the other spproprlate USCA Agencles will have a
chance to comment during the focmal interagency oommant Qprocess.

mhe focus of the draft policy statezsnt is overall very ressonable and
4he discusaien is very comprahsnsive. Howevar, in the attempt to ba
cemprahensive, sspecially in the discussion of possible risks, the
tene of the document often AFpears almrmist by discussing theoratical
considerations of rifk in the absence of speciflc product Taviews or
applications, Without specific applications, the pobantisl or
chsceetizal cisks must often be glven mors welght than they would be
glven Lr apacific cass reviews whars such factors can often be phown
ts ba Lrralevant or net materlal to the speclfic review. Thareforas,
the intent of cur comments and suggestlons, conslstent with the
reasonable foous of the drafe, is to place discussion of such
potantlal or thesretical risks in context. In eur opinlion thin
context should be ons of slther known risk or reascn to balieva &
particular risk might ba presented.

Wa undarstand that sur previcus comments and our subssguent discussion
on ths NEPA impasts analysis ssctions ars baing addressed and we have
not ralsed conoerns about thoss sections in thess comments.

For the most part, ths document accomplishes its intendsd functlen
guits well, and does not proposs unjustifisble sdditlonal regulatery
constralnta.
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EFECIFICE COMMENTEN

g 16, 1 1, the phrasa rafarring to genstloally snglossrsd plants ussd s
as food, "but the publle must ke assursd that foods devaloped by mow # (v
tachoologias ars safe” ssems o S8C L REW Bare stringent stisdard for J,_,ﬁ
thams foods. Parhaps Lt would reflsct the gurrent standard battar LE

" ie wara statsd thusy "hut the publis must be masured that foods
davelopad by the new technlgues satisfy the applicabls mafety
standard® [this is consietmnt with p 28 of tha docunank]. |

p 33, § contirusd frem previous page, FEA may wish to aolicit comments }_J{ gt
58 %0 whather to sddrass the List of four lssuss idantified in future

FECERAL RESISTER notloas.

Pii, 11, wince an stated in Becklon IX, TPA'S pollicy Ls ywt %o be
developed, we guasticn the nesd for tha last semtance of the
Caragriph. Eowsver, Lf it is retained it would be sore accurats if it @
read, "As discussed in Ssctlon IX, EFA Lie responsible for chesloal
subatances which et the gefinitien of "pestiglde., inaluding thoss
whish Ace Added S5 RLADZE. " : e ey,
£
§ 12, T 1, the discussion en traditiomal krasding evaraloplifiss plant '
presding and minimizes the censlderable varlabllity SRt san resEs—
1% gould be leproved ap follows| FHoet nal bresdlng Levolves
L =f ths sina orf very oclomsly related spaciss and
s']"r..r"- sccaaning for progeny with desized charactaristles. The cromsad Eiy
d ba batwssn agronsmleally viable vazietlies or eultivars and involve
o only a few gunatlc differences. Alternatively, the crosses suy ba I
-
e

!

B

bitwser & developsd cultivar and & wild relatlve with soed daaired i
eralt such as dimsase resistance, but with thousands of unwanted L
| tralts. In such cases, the resulting progeny Are scrasned for the I||
desired tralt and are crossed back to the agroncmically adapted i
| parental line., In most casss whers the deslzed gens canme from a wild |
| palative, § t2 11 generstions of backersssing will secur before the
| resulting progeny are conmidsrsd £o e ef sufflolent genetle
| gniformity to be useful as & coomercial lime or cultlvar. At ssch
| |genezsticn, the progeny will be svaluated in the finld or gresnhound

* W= Inet oaly for the desired tralt, but thummm&;:m-u ;
IM‘{! | be ‘rogusd sut’ cs-despmsyadct ) Contimus with & new pAragrapH; piRE
‘ " rgrgeters have developad . . "

p 12, the last 1 doss not convey the conceps that thers ls & eomtindun
frem ocrosslng agrencsle cultlvirs, to creenling Limee with wvaslous ™
adaptation, to crossing agromenle gultivars or lines with wild foems E}"’H
of the speoiss, to crossing to wild focms of olosely relsted specles, f

17

s *wids crossss® which invoives crosses to differsnt specles or

genera to which there is soee genetle inccapatibilivy and for whieh ;"Lf EE:P‘{-""
speclal intervention technigues must be used. This discussicn which ' g

i§ carpisd over onto ths pext page, Ln fack, supgests that “wide | r-"r
crosses® ere gualltatively different than treditional bresding and I
Fuft be trsated differsntly) we do not belleve this to b8 the guss. -
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p 13, 1 1, A4d & sentence, Buckorossing, s dascribed above, inoludas
satensive fiald testing and cbasrvation whers pleictroplo or
unexpectsd tralts can often be identifisd and thoss plants carrylng
pagative tralts aze alimlpated.” /

_;_':; e_:_'ﬁ.l;l .;-"'EL d_IE'.f : -

g 14, line 13, dulats "or®.

pis, 11, the Bt dalta=sndotoxin should ba descxibad as, *protelns
ctoxip e partaln lnsssts.®

p 18, tha taxt undaz "A. Enazpagted Rifagte* hes = tone thik seams
alarmisgt. Ws suggest & nev intredustery pentaroni "0 ooursa, RS
acted abcve, thers is always scms posalbllity for any bresding
technigus to have ths petentlal o graste unaxpadted and undesirable
affacts by carryleg undssirable gensd with ths genss for the deslrabls
eralts or ofn CATE COSABLZNE Qunes aihiplting pleletrople effectes.™ Ik
would set the dlscussicn Ln context to add at tha and:  "As dlscussed
in ssgticn IV abovs, plants that have basn brad oz othervise
gunatlioally manipalated are uiually tested at multipls sites for
severkl years. Ons purposs af sugh testing is to assure the agronsmlo
guality of the naw line or sultlvar by snsuring that any unpredictesd
affects do pot ocour when the plants are growe la varlous coodltlons.”

g 17, in the sactlon *H. w* a wpeful polrk would ba
made in ths first ssntsnce by appanding tha following phrass &t whe
ard of ths samtence: “which often secva the plant ap natural defanse
pempounds agalnst pests or pathogans. "

p 17, 1 & neads somé glarifylng state=ants, thum *Hany of theaw
toxicants ars prasent in today’'s foodm at Levals that do not chusd
aouts toxlelty. Others, such as in cassava and soms legumas, glihoych
high snsugh to SluSs severs Lilmess or death if tha foocds ara now

properly HMu-dewm
mem—m
meﬂiﬂ—m

. |
)
™

bkrm, TFOA is concermed That new plans varistles nok s ';}
signifioantly highar levels of jsngwn texleants than the Tinge of Known
Levals af toxloaata pressnt iR sther sdibls varietles of the sana !
SpEcLEE."” )

p 18, ¥ 1, this paragragh on sgetlvation of silent metabolls pathways®

i alarmist and speculative, This pecagraph adds oothing ta the
dipcusWlEh thEt MAE not slready besn said in & more svenhanded way in
pcevious sactions, Balrg mnother subset of "unexpected sffects.”  Ihim
pAragraph would only be relsvant Lf FOA wers golng to muaggest & =
attary of TEEtE TOT TOWlne net kadawn ko oSoul Lo food plante-that

would be reguired befors markating for all waristlies. IE ip our
undsratandlng that this clwacly ims POt intended, The approach to this
wubiwct teksn in the guidance piction on p 40=41 L8 mors appropriaste.
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p 19, in the Secticn "E. Allarganligity” (It is cur undszstanding that

this sectlon Bas bean changed, therefore the followlng cozmants may ba

no longer walld; they ars offersd for conalderatlion Lf stlll relevink)

it is correctly noted that *All allecgens that have besn charscterlized

have bean found to ba glycoprotains,” but then lnexplicably zalsas

 concarns about any proteln transferred from an allergenloc source,

rather than fetusing conoern on transfarred glycoproteins. The lavel

of unosrtalnty about sllergasnicity Ls appropristaly captured in tha f
statemant on p I00  “FDA Lm unawars of any practlcal =mathod to predict ;}J
& assess tha potsntial for changes in allergenicity prefile of foods

from new plant varlstles, and segquerts comsente on this lesce.” We f.,}n"i
suggest that all ethar text ea p 30 Ln tha sectlon on allsrgenleliy be

ésleated. An Agency cannct complate 4 pre-sarkst caviow thit would

result in a finding of non=slliasgenilelsy 1T L¢ s “unawars of any

practical method to predict or assess® an effect. Therefore; ws have

bean able to Hllntﬂr'lﬁr——upﬂﬁll for FOA WiER raspedt ta

allarganieityr (1) to require laballing for all glycoproteins

transferred to new plant varistles, (1) Tto require Allszgeniclty

testing for new plant varieties with new glyceprotains, or (3) o use

the post-markat survelllancs machanissms to ldentify problea foods with

respect to allergenicity and deal with them apprepriately through

labelling or other action. If sither of the first two are to be used

by TOA thay would bast be Lnstltuted through notiocs-wnd-gomsant .

rulemaking, rathar then through s polley netice, We are concerned

thit the currant teaxt would set up & nev gda fagko rlqulltIhn. L0 3

would also note In a4 general senss that any tralt or factor that

cannot ba predlicted orf tested for =iy not be approprlate for pre=

parket cavied and may be more appropriate for post-mirkst

surveillincae,

p2l; T 1, this lant paragraph of the sactlion on antlbletle raslatance

departs from the resscned tone of what precedss and states as fabE ﬂfi-

points open for debats. Firet, 1t Ls suggested that kanamyeln fm a — jﬁa AbqﬁfL
"gslinloslly ussful antibietle® pakher tham potlng that “"kanisycln is

rarely wsed olinleally and enly for & narzow sanges of usan.™ It in

pet noted that kanamycin resletance Lle very cosmen among soll >,
mlerssrganlexs and vary likely, thersfoerzs, to be found en fecds much “——
is fresh vegetablam, Lastly, Wi are unsware of any evidence which

supports the conceprn ralesd that a food containing the kanamysin
phosphotransfecans It anLy=e nlght reduce the therapsutic afficacy of

KanAmyoLn. VJ‘
P 37, T 1, should read, “For syample, Lf & tomsto has had o peanut :; -
giysgproteln Lntroduced o . .~ However, we sgiln question whethar TDA b- +
should sssert that labelling will be required bassd on a standard that an‘“\ *3}-
tha producer could net prove non-allscgenlelty, abesnt any indecmakleon
that the npew glycoproteln is Lmpllicated in allergenlolty sxcept by Lf)} L
assoolatien with & scuroe food that Ls allscgenls. o
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p 53 (Fig. 3), the conoarns axprassed abcve with zegard to ’

allergenleley apply as wall to tha chart. We are concearnad that thé e 1

T
)

angwer to the first gquestion would almest invarlably bes "yes,;" to the
aspond then in seguence *po® (aince mast pliszgens ars Aot
spacifically identlfled), and ag FOA has noted thers aze few
sppropriats tasts, o tha result oould be & pa ficto labslling ceglre
far plant varisties from the new caghnlgiam,

7 89, last sentence in Gext. It Ls not clear why = propecty such as
swsstnass or & parkleulsr flaver should be considared to LEpute any

particular petentially dangerous oharacteristic ts an organizz. Quch

a tralt would have the sole fsaturs of bélng Zopeslally recogninable yd’u ;
to the conwumer, I8 thers a basls that becauss a partisular protain : '
i swant (or for that matter, Tastes iiks Basburger) what Lt should & i

grisrl ocemstituts A basis for coacern? tn our ophalon the Lssus that
s tralt could ba sasily recognizable sbould be addresesd separitaly
from ths fact that a protein with & certaln charactaristic could
becoms & maSrocomponant of the dlet,

p #9, wa offer the following com=snts &n megtion *3. MARSARSLLS

ponalderationa”t When alterisg bischesioa] patkways Ln orgenlems !
known to have significant potential for the preducstics of natural v
toxloants (#.g., potatec, tosato), might it not be prudsnt A8 & ganazal

rala to sxa=ins the levels of significant tomicants, Lnawmuch a8 the

patabolle signals affscting the sxpressicn af biochsaléil pLtEways

laading to the producticn of texleants are unknown?

5 1, we would suggest adding the follewleg underlined words to the

tast sentsness of Ssctlom II. *FOA and EPA Are agread that ghamloal R
substances that ars "pestlicides® as dafined by FIFRA "'

planty are subisct to IPA"s regulatory sutherley. EPA plans to

sxplain how it intends to suacolss ovarmicht ovas wuch "pasticidal -
substancas® in a futurs FEDERAL REGISTEIR notlice.® ~ LiLy M

Blncarsly,

Jrrteds

Tewrry L. Hedley; J.D«
bireckor
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