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/X walcome the OPPOftunitY herejfhis afternocn to reviow uliy

yoq Bozz of the rcﬂulatcﬁy developminls 4n gha aree of ind4rcc fea

e

e
T

;}' addi_iveu, which of couh se, includa the mi rnxc:y uuactancea £

r Caw, PR AN
Ll .

PR plcc"c_ uscd 1a food packag.ng.

Requircmcntr ¢f Tood Additivc Peti“*ons.“ You ave undoubtedlj Eamflic:

*5~'ﬂ-ﬂ " the regulntion3‘7¥“h respect] to the chemistr, nnd technology dcia

1required for the/clecarance pf not only direct food aoditivea but also
. indirect food andditives. he docuzant, ftseclf, mnde it clear that Lt

wan not to be construed as & regulation, “that it cet forth guildelines,

S i e SR . .
: not inflexible requiremc Lo, . Lo e T .

In the TFederal Register of August 8, 1967, DA published & propesil
to revice ita procedural regulations for food additive petiticnc. Quating_

- from this publicatien:

‘*For prencntation ot {%c Natlonal Tecchnlcal Conference of the Sdaicty of ©
Plactics Engincers, Noveuber 4-6, 1909, Dallas, Texaaz. -
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"The COﬂmiusioncr £ Food dﬁd Drugs proponeo Lh t the precatn
food odditive 1egulations be revided as set forth below to obe:

feprovement in the qun(ity and organizaticn of food additivc petitic

sdrafibed w0 Lo weyefidln thely nefontifin review Ly the Puod s1idy Des
vefoil / heuy
L] .

.Adminlotranion. The/ need for ouch xrevision Lo based on ﬁhe follening:

*A. ;Almost ha7 of the fdod eddiciVQ pctitions as originallv

submittgé to the Food and Drug Administratlion have been 1nco lota or

- e

', have ndt adequat ly auppo:ted the regulatioﬂ requcSucd and, thc__fo“_,
have rcquircd £ bqequcnt supplahﬁntaticn. mnndmcnt withdrawcl- or
iy vd?ﬂi&! L] -

iy : 3
'B, Sclen ific review of dcficient and poorly organized patiticne

. .
T . . P ., . 1.
._':.; .'-‘ ‘,_' : .-

. ..

" 48 in uynnecesgary buxden thau wastea the time and efforts of botn

AdminictratLC“ and industry scieqtistn."'

This proposal prescribes the foréot and content of the petitfon
; e .
and ita organi »ation 1n greater dctail than prcviouﬂly. requireq

a . adequate indexing, and requlres & oummary ol tho petition., We recceived
53 communications, including one from the Sociﬁty of Plastics Indusk

commenting upon this propossl, Some of these communications were =
. ' . »

voluminou:Z the opposing polnt of view being argued in detail and at

. pome leng Three major insucs were evident frod these comments:

1. Whether the analytical method and a aummary of the toui~

cologica information upon which a rcgulation has issued can p:ow tly

,

be concldered public information. ' ) ' . e

« Whether Lt is propcr to rcquire that 10 yeﬂv old data &z

ifer must ba reuubmittcd
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E?"ﬁ{ o “to listcv, to obtain your views ord recormendations (l) with rooc sl Lo
{1t'.— posoible changes that con be mzde in FDA pctition requl emcnta cndoh
. . - criteria for cvalv.s-.t:ing the safety of the indircct odﬂitivcs .fz,‘c.rz fear
pbckaging wmaterials and food processing equipment, and (2) with vegewd
to any possible changes in the sclentific or adgipiutrativc handlinz
oﬁ this vhola area of indircct food additives. We cannot, of eours,
'i_3lfsz aceept any rccommcndgtions which cacrif*cc the consucer proteatisg
oo :‘ afforded by the Tood Additives Amendnent a"ainst unsafe awounts of
‘;,lforuign pubs tnnccz in the country s food su,;ly And perhaps this 131

'githo c‘ur of the wholn problcm, hcm much of a héalth xisk should tle '1r'";}{

conmme? bo subjected to, £ot the risk fron indirect £ood cdditivec,

-i;%sfiiﬁ“\.hvw4vet plight, cannot be Bummarily disnisscd; 4t is mﬂrely a motees

'L%f;:j:f of Jdegrea. . Absolute safety, like the absolute zero, can never be

;':T;Ll. une;ﬁivocally dcmonstratcd'altﬁougﬁ in mﬁny insﬁanccs it eczn be epproa;hcd
ever 8o closely. Ve nre.indcad hopﬁful that we shall recefve some
jractiéal and &pecifid suggestions during this conference, suggections

- . - that are both sclentifically and ndhinistratively sound,"” ,;:-;ﬁ

At this confércnce, v, Frawley reftersted his proposal as Zollows:

"Thus, we propose thrcu categories of food packeging components
Cre Il) thc a used at 0.2% ot less which cannot 'weasonably be expectcf to - _-
becorme componcnta of food, and these should be cxempt, 2) those used

above 0.2% which may 'reasonably be cxpcctcd' to become a componeat of

food, 'but {n faet do not,' and thcse should be considered nonmlgratery,

i and 3) those vsed above 0,27 uhich are indeed food additives ang should
» !
te subject to appropriste examinati % for safety and regulation under
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AT ) 3. \Wyether dt™1s proper o requivre detalls of-the menufact ol S

.
o /Lroccsn far cvery additive, R

In sddition nnd s3ide froam the proccdurol rcgulatiowa the EoleL

of E} stics Industry ocihcd upon this opportunity to recomn:nd a

. '

na jor change {n the handliag of inditcct food additive petitions "

" volving trace amounts of food additives, Pointing to a paper prg eatad
“by Dr. John P. Fravley at the national reeting of the lmericen Chozlesl
. Boeiaty in New York, Scptccucr 1966, the SPI objccted gtronlly to the

nead for migratien and toxicolo v studica whero the usage level of &

4
*

nubs;aﬁja in the packaging nulerial was lecs than e. 27, with cortein

‘:”‘erceriions. About this time, thae diﬂ?ﬂticdetiOR of a Pﬁrt of theo

foad packag;ng Justry with FDA'e requirewentr for clearance of fa~ _

dircct fvad additives also came to the attention of a coagressional

- . . - -

comaittee. S ' _ -~

FaY

{ '“' . In orxder to provide an opportunity for the industry and other

{atexested groups to review and discuss with DA the cclentific basis

-

for its policy with respect to fndivect food additives, the FDA scheduled
a Natlonal Conference on Indlrect Food Additives., Thio conferecace wag,

held‘in Washington, D, C., on Februvry 13-14, 1§68. 1t was well ahtcn led

-~
.

arid while represcentatlives of your organization Jid not appear oa the

i_ ; ' pwogren, I belfeve your industfy was well represented by speakers for-’
. Iﬁc Socicty of the Plgstics Industry, Inc. The rcprcscntativés fron
" FDA explained o;r present policy and reviewed the scientific basiszs for
4t. They made £t clear, however, that FDA came primarily seekind . N

1n£5rmation and advice. Quoting from the paper I prcncnted' '"Ip

-con. 1sion I vould only reiind you that we in the FDA are hers primarily (-

' r - - -
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esncnce of Dr. Frawley's proposal.

o , :
Ho explained further that a"Tevol of 0,27 or less of a coiT™ oot ™

in the packeging material ‘or in the food contact surface would no-

be cxpected to contribute wmore than 0.1 ppm of an individual su' o e

-

vo the total dict of man aad he vegovded thip ac inoignificans

toxicologically, Hé'would exclude heavy metals &end pesticides, lLituw

-

ever, from this concept of sefety at 0,1 ppa, ' o :

The industry spealers st the conforcnce geaerally endocuocd tya

Y

/

: , ) . _ RS
Following this naticnal coaference we in FDA undertook a resprraisal

)

of our reoquiremaats and proceduzes for the indirect food additives in
q9 P

* l4ght of the recomxmendations and sugzgestions of ircdustry and in 1ighe

of our own exper’:cnce during o decade of adzin’ctration of tho TFeod
Additives Azmen’nant, This reoppralssl was foftiated to deter. ine whe ther

ant changes shou’d be made.

While our own study Qau underway we were inforwmed that a tnék force
on Toxlicologic Iqéignifican#e had béeq established by the Food Protection
Co;mittcg of the Food and wutrition Board, KAS-NRC, to study the broad
problem of the aafe;y.of minute amouétn of substances in man's diet.

The NAS=-XRC report cutitled “Guidelines fecr Tstimating Toxicologicslly
inoiraificant Levels of Chemicaols 6 Food" 1z the resultlof this,ctudy’
ond l.as just been published. Ve gelayed the developrent of any proposal

/

. /
until we could have the benefit of this report, However, we were fur=-
rlshed a pra-publication copy 74

the Academy on a confidential besis
several months ago ond used it in the developacat of an in-house (Surcsu

QA Scicncp) proponal., A drafiz of this proposal was sent to the Lindustries
- ‘
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represented at thie Notlona)l Conferenca fow ceuzient and for dis . 1o

with us. We concluded there discusslouns on the prop nal with .

l o industry this pnet September, -
. [

Thia in-hovte proposel would amend the regulations to perzit the

use of subrstancea (except heavy metoaln, carcinogens, and other substamco

tot have been deronstrated to produce toxle reactions when procen. at
levele of 40 ppm or less in the diet of man or animalc) in £oa2 poelnslcg

v - - materials and other food contact surfaces as followes S e

L e . . .

(1) As componcnta of focd~contact articles provided any cubstcoee

27 po yged contributen no more, than 0.05 pp= to tho coatacted food;

. (2) As components of articles for use %Za contact with dry, acsaw

«

Tt i fatty £90d; ‘ .o : . ' L
) (3) As components of articles/ fntended for repeated use in B
( ’ contact with Lull: quantitics of feud, Co

(4) As couponents of dcfo:7ing agents ewployed 4n the manufacture

of paper and papcrboard iIntended fox use in contaoct with food.

' ' " (5) As components of food-packaging ecdhesives,

. R /

{
We have not yet reached

decislon on whether or not to publich -

the proposal formqlly in the/Federsl Repister; and, of course, I enm

.

' .

We do inteyd to f£inalizc a revislon of the food additive proccdural
tegulations meutloned eariler, and we expect to edapt nome of the
i . i

!
+ tuppestions recelved which we lhiave evaluated and found to be cound,

—— N
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Let'a turn ouz attention- asw to the processing of food aclill g

petitfons. In spite of the Culdeligo and the propoced Tevisio. o
the procedural regulations, we continue to recolive a hiﬁh ééicc:n:;g
off deficient pe;itions.y The méot common deficiency iu a leck of
adcq;atc extracti&n-dnéa from which to esticate the likely mig.fg on
of paclkoging components to food Another common deficlency s ¢
fnilufa to idantify fully the ropdscd packeging component by its
‘Chcﬁicnl Abétrnctn ame and b phyuiéal and chemical speciffcations,
Idcntity i3, as yon undoubtc ly appreciote, basic to our cong fezatior,
We also urga you fo providc a gcneral pumazy of any pcticion you subatt
?i‘,which will {~clude among other things the following: tho expected
qgantity o§~the food additive in iﬂdividual foods ox classcs of focod's
dex the proposed conditjous of usc, the oaxicun ao well as the
l'Avéregc quantity to be eypected ir the total daily diet of the con-

_sumer, and thl margin of/ safety provided by the animal feeding studies,

The submlssion of fin inadequate petitifon fmposcs en unnccessary

burden upon our acientZEic staff ond more importantly from your vicw-

point results 4n costly delays in time for you, I would urée you to

make every cffort to assure youxself that the petition you submit is

Eindeed fully supportied by the necessary data and information when it

18 submitted, :

/

'About: one hZ f of a1l food additive petitions recelved are in the

s

indirect area, ( uring the perfod July 1, 1968, to Juunec 30, 1869, we

reccived o total of 121 food additive petitiona; 61 of thase wete for
indivect add{itives. The fcccipto of'pctitiona since last June gre

contlnuing at {about the same xate, _ f
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Cutrently, with Only an occaslonal exception, feod addin: . .
p ; N

tioag

L are being handle uithin the statutory tiwmo linits, This worl: it eicerded

L - high priority ard we eipect to mnin ain this level of pcrform-hrb In tha

VR .. ‘

futuro. Your cooperation in olserving the Guidelines and the resuleslons

in prepariag 6 und,tuell organized faod ndditiva petitions will help

asoure tha re l¢zutxon of an important mu*"al goal o£ indu3L4y ari YDA,

: : .. il
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