Proposed Rule ‘Maklng

UEPARTMENT OF HEALTH, EDUCA-
TI0N, AND WELFARE

Feod and Drug Adminisiration
[ 27 CER Port 121 ]
FOOD ADDITIVES

Procedural Regulations

The Commissioner of Food and Drugs
proposes inat tne procedural food addi-
tive regulations be revised as set forth
below to obtain improvement in the qual-
ity and organization of food additive pe-
titions submitted and to expedite their
scientific review by the Food and Drug
Administration. The need for such re-
vision is based on the fcllowing:

A. Almost half of Lhe food additive pe-
titions as originally submitted to the
Food and Drug Administration have been
inecomplete or have not adequalely sup-
ported the regulation requesied and,
therefore, have required subsequent sup-

" plementation, amendment, withdrawal,
~or denial.

B. 8Scientific review of deficlent and
peorly organized petitions is an unneces-
sary burden thal wastes the time and ef-
forts of both Administration and indus-
try scientlsts.

Therefore, pursuant to the provisions
of the Federal Food, Drug, and Cosmetic
Act (secs. 409, 701(a), 52 Stat. 1055, 72
Stat. 1786; 21 U.S.C. 348, 371(a)) and
under the authority delegated to the
Commissioner by the Secretary of
Health, Education, and Welfare (21 CFRR
2.120), it is proposed that Part 121 be
amended by revising §§ 121.7, 121.9, and
121,51 and by adding § 121.50, as follows:

§ 121.7 Food additives for use in feed
and drinking water of animals and
food additives ihat are also new
drugs, certifiable antibiotic drugs,
and/or pesticides.

(a) (1) A substance that is & new drug
within the meaning of section 201(p) of

the act or an antibiotic drug subject to -
the certification requirements of sectlons

" 502(1) and 507 of the act may also be 8
food additive within (the meaning of sec-
tion 201(s) of the acl because the sub-
gtance is to be used In the feed of an ani-
mal or because its intended use in or on
the animal results or may reasonably be
expected to resull direetly or indirectly
in it or its conversion product(s) be-
coming a component of or otherwise af-
fecting the characteristics of a food de-
rived from the animal,

_. (2) An application for a new drug or
an antiblotic drug which substance is '

also a food additive shall be submitted in

the form prescribed by § 130.4 of this
chapter (Form F'D 358V and processe
ih accordance w. 130 (new drug)

-or 146 (antibiotic d.mg) of this chapter,
and the food additive aspects of such

be processed

applications shal
simultaneously.

($ }) lieation [or & naw d
an .l.nmAa ?” tf f ?eh |ubou;‘:§ Tl
also a food nddltlve shall include & prac.
tical, chemical assay method for en-
forcement of any tolerance provided
and, if edible produets of food-producing
ahimals are Involved, dala establishing
the residues of the substunce or |ts
metalolites in such edible produc

(b) Petitions for food addiilves that
are nondrug substances for use in the
drinking water or {eed of animals shall
be submitted in the form described in

§ 121.50 and shall be processed in accord- -

ance with the procedures prescribed in
this Part 121.

(¢) Any- n_estxcide‘ chernical added to
processed feed for animals for the pur-
pose of aflecting such animals will be
considered a food additive and new drug
subject to approval under sections 409
and 505 of the act, Petitions for such
pesticide chemicals shall be submitted
and processed In accordance with para-
graph (a) (2) of this section. -

(d) A new-drug application will not
be approved for a use that results in the
substance becoming a food additive un-
il a regulation therefor is established
under section 409 of the act. A food addi-
tive regulation under section 409 of the
act will not be established if the addi-
tive results from the use of a new drug
for whichh a new-drug application can-
not be approved The new-drug applica-

~{ion and the establishment of a regula-
tion regarding the focd additive aspects
will be acted on simultaneously.

(e) Applications for use of any drug
substance in feed or for a drug or anti-
biotic substance intended to be admin-
istered to a food-producing animal shall
be submitted to the Bureau of Veterinary
Medicine of the Food and Drug Admin-
istration for evaluation.

§ 121.9 Food additive master files. ’

(a) Any person submitting or intend-
ing to submit a food additive petition
submit confidential information or
ormation entitled to protection as a
trade secret in the form of a “food addi~
tive master flle.” Such master file will be
assigned a number and will be retained
as available material that may be in-
corporated in any food additive peti-
tion upon request from the person sub-
mitting such file.

(b) The material in the master flle
shall be arranged and indexed by page
‘numbers)as {f it were a portion of a
"petition go that specific material may be
‘precisely referenced in any separate sub-
i sequeny petition,

: e analytical methods and a
ry of the toxicological basis on
whicll a food additive regulation is based
are Bot considered confldential or en-
titled\ to protection as trade secrets.

_f-‘ﬂ_..-,ﬁil s

§ 121,50 Content and form of food sd-
ditive petitions.

) Pebiblona W “l&l m r thc ro-
visians of ssstian ¢
be submitted in triplicate, in t.he form

described In paragrephs (¢) and (d) of
this section. Any material submitted in
a forelgn language shall be accompanied
by an accurate English translation. Any
published information used in support of
the petition shall be submitted in reprint
form. The petition must be signed by the
petitioner or by an authorized attorney,
agent, or official. If the petitioner or such
authorized representative does not reside
or have a place of business within the
United States, the petition must also fur-
nish the name and post office address of
and must be countersighed by an au-
thorized attorney, agent, or official resid-
ing or maintaining a place of business
within the United States. All original,
unpublished sclentific studies supplied|.
in the petition shall include identifica-
tion of the scientists who did the work
and their pertinent qualifications. The
omission of any material required by this
section shall be noted and the reasons
therefor stated.

(b)Y Information previously submitted
by the petitioner to the Food and Drug
Administration may be incorporated in
subsequent submissions provided specific
refererice to such Information s made
by giving the type of submission and the
volume, page, and date submitted, and
provided that the submission is in a food
additive master file kept current by the
petitioner, or is In another form of sub-
mission not over 10 years old. Confiden-
tial material entitled to protection as a
trade secret, such as method of manu-
facture or process information, in food
additive petitions or food additive mas-
ter files furnished by a person other than
the petitioner may also be incorpora
provided use of such information is au
thorized in a written statement sigm
by the person who submitted the ins
formation or his successor In interest.

(¢) Petitlons shall be nssembled in the
manner prescribed in paragraph (e) of
this section and submitted In a form
suijtable for binding, with all text double
spaced on 8 x 10l%-inch pages with a
left-hand margin of approximately 114
inches and a right-hand margin of ap-
proximately 1 inch. The left-hand
margin shall be punched for a standard
two-hole fastener (2%-inch span) verti- '
cally centered therein. Each section shall
have a section divider with index tab
thereon bearing the section heading. The
pages in each section shall be identified
with the letter designation for the sec- x
tion and consecutively numbered.

(d) Petitions shall be transmitted by
& caver letter in triplicate in the follow-
ing form:
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II. Body of the petiticn,

"A. Identity (on eection tab).

This section shall tdentify the edditive and

Pood and Drug Administratioil,
Department of Health, Tducailion, and Wel«

fare. the general use or combination of uses for

Washlngton, D C 20204, which it is iptended (Lo, dlrect additive, {n=
1§

GENTLEMEN: The undersigned, - ooo———_. direct additive, pestleldo for food additive

application, or radiallon) and ghail provide
the following !nformalion, as app!icable:
1. Direct additive-—a. Nomenclature and
6 ulas. 1. common or usual name: Unless
n

mc is bein rouod a4 kbe eominan or
BaAme, B I [T ) gl

ﬂm. recognise the nnmn ag common or wusuel,

i{. Chemlcal name In accorgdance with tha

nomenclature rules of ilo kchemlcal Ab-

stracts Service,
ilf. Trade name{s} and oth@‘&mes used
for the compound, including those used dur-

ing experimental testing,

submits tlus petition pur-
suant to sccilon 409(b)r1) of the Pederal
roou Drug, and Cosmetic Act with rupooe

FA=rFa Feisdiem

Nmn e SEATIVE LA DR nAsEa Wb

o petiticn ia allachod anid i submitéed
in the form descrined In § 12150 (21 CPR
121.50; of the fecd adidiluve Tegulations,

Bincercly yours,
Pel.ililoner

BY e emim i e cd s am e ——
S - lv. Emplrical formula(s).
tlndlenie authorlty) v. Stru?:tursl formuia(s), If known or
Tall mamaegmewrs= Proposed. .
vi. Molecular welght, . =" *'*
Counlersigiied ¥ oo o [P ——— b. Deseription of the wldilive, |. Complete
{Indieate aulbority) quantitetive composition.
. Physical state at rcom t.empe.rntm-e.
Post office address wooeuoaon cwmonmmmeee~—=w {1} Organoleptic characteristics, LU
e e e e — e e ———— iv. Manufacturing process{es), ineluding
raw materials and the!r specifieations and
Date -.-ooonooo- - the analytical techniques used to check
5 - Ty . the specifications,
cor(‘;etéilt:he feac additive petition shall v. Food grade gpectfications for the addi-

tive, including identity, minimum content
of the desired componetit(s), and limitations
on reaction byproducts and other impurities
ineluding specifically {otal heavy metals,
ars ic. and lead. Each specification and
lUmitation shall be supported by a descrip-
tion of the analytical methods used, Includ.
Ing data establishing the accuracy and re-
lability of these methods, Data from a stult-
‘'able number of representative p;

batches of the additive shall be included to
establish the range of {mpurities and by-
products to be expectad and to show that
the proposed specificaiions can be met.

vi, Reproducibllity ol the additive, inelud-
fng the productton controls knd assays em-
ployed to essure that s reproducible prod-
uct -il1 be manufactured.

vil, Stabllity data and, If indicated thereby,
any expiration date to De shown on the
labeling to assure the Identity, strength,
quality, or purity of the additive.

2, Indirect additive—a. Nomenclature and
- fofmulas, Indirect additives include sub-
stances incidentally present in a final prod.
uct because of addition for functional use
elsewhere In the production operation and
subgtances that may ressonably be edpected
-to become a component of food becauge of
" thelr presence in food-contact surfacea.\The
tollowing shall be provided for each Aub-
stance or its reaction produci(s) lncidentplly
present In the food frotm production use gnd
for each substance in the food-contact spr-
tace, lncluding polymeric materials, whether
present because of addition in the manufgc-

. turlug or as a result of & chemical reactjon
during the manufacturing, unless adequpte
reasons for omission are advanced for ppr-

I Introducuon (o section tab).

A, A detatled toble of contents listing all
items contained Lo ihe petition and the page
numbers whera .ocated.

B. A weil-organized and 20herent gen-
eral summary ol the dita In the petition
and the petitioner’s conclusions, ptesenting a
sound basis for the regulation requested and
fpncluding the !~lowing nformacion with
references to the pages on which the detailed
data in the pel.tion raay be found,

1. ldentily and compesifion. The name of
the addltive and the spreifications proposed
Lo aasurc that the substance is of appropriate
grade for lLhe iniended use and that it is of
reproduciblic comnogitlon.

2. Use. Thie purpose which the additive s
to sexve inciuding an esiimate of the maxi-
mum as well a5 the average quantity of the
food odditive to Le axpected In the total
dally diet of the consumer and anmdmg the
besis on wiich e estimate 15 ma

3. Technicul ¢fcot. Highlights o! t.he data
that have been developed to establisb that
the additive accomplizhes the Intended tech-
nleal effect and that the smount sought to
be used {3 no higher than (bal ressonably
necessary o accompllsh such Intended tech-
nYeal effect.

4. Mcthods, Highl.ghts of the data that
vided nre pract.cable regulstory ones ade-
quate to enforzz the Nmitatlons considered
necessary on the use of the addlttve.

6. Torxicologr., Highligbta of the studies
provided to esiabiish the safety of the pro=-
posed uses of the additive wn:tlx an explana-
tion of haw the peiltioner concludes that the
propose. uscs are safe Including summaries t1cWlar components.
of any unfavorable results Bs.well as the - 1 Common or usual pame: Unless
favorable. The highlighta shall include the . Dame is belng proposed as the common
no- levels found in the es Usual pame, cite references to compe
of test uniinals end tbe maximum safe level that recognize the name as common or us
in the diet of the écnsumer. {1, Chemical name(s) in accordance
safety betweoen the no-e vel In the most the nomenclature rules of the Ch
eensitlve species Tést animals and the Abstracts Service, -
average lev, weil ag the maximum level ) Tyade name(s) and other m“
Ukely to~Gceur In the total dlet of the cOn+  for the compound, including those used
}Hm’er should be stated. taking lnto consldet-  yng axperimental testing.
nthm Eiélt?my approved [ood additive usas tv. Empirical formula(s).

istAfes and any comparable sub-
mcu Also Included shall be s summary po:; Structurs! formula(a), 1 HWW or

of the publiahed Uterature dealipg -with the
vi. Molecular ‘weight, lncluding for po!

safaty of the compound, If safefy depends
upen virtual ek of migration, the rationalel/ meric substalces tho molscular welght
. tribution in the basle reain and the sve

shall be explalucd brieqy.

Ve omd) Thes”

A
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molecul.r welghts and the meibcds vead in
making these determina‘ions

b. Description of the gad‘i've *' Timposts
tion of the food-contact surface ol packag-
Ln¥ material or food-procce«in, equipment.

i. Physical dencripticr of ‘a2 [3rd-con-
tact surface, packaging, orf eguipment
mnterial.

1il. Manufaeturing rrocess, including f{-r
food-contact surfaces the raw matsrials and
:helr lpeclﬂcltlom that encompass iha basic

Ahe adjuvlnte (Aye

’.u'h". 0 'Hﬂl’m’i ;«rluﬁmmu ulllxun'
ulonnu catalysta, ot ), ajotg with the
analytical technique wused 10 chers the
specifications and incluciug Jot 3.her inel-

dental additives whers, ho® azo shy the
additive or li& precursor 'ias | ~en incarpoa
rated into the procesa.

iv. Bpectfications [or .- ull -~'=} in
food-contact surfaces, in- il . '~ .r tlen.
tities, the mintmum <20 =5t rf Lo Gegired
component(s), and limitaticns or purities
lnciluding total heavy naw- . 7o e,

catalyst residues, etc Tocl: “pec. oy ouned
limitation shall be stipprasied CereTip-
tlon of the appropriat: - ilr. .. L1 boda
used, including data estabisa' 3 " -0 scoua
racy and reliability of these o = Tata

from & sultable nurrber of
production batchea of ‘he !
faces shall be inciuded Lo ca: 2
of impuritles and byprogducta o e
and to show thay the propuse: soos
can be met.

v. Reproduelbllity of tke fcod-rontact gur-
faces, including the product.c eon. o and
tests amployed to assure ul.at o reprodacible
product will be manuiact-irad

3. Radiation. This may inzir
of any wavelengih ln tke ric-
spectrum.

a. Radiation and radiation

“reentalics
Driant Fure

3,

L adiation’
wornagnetie

gqurea{s) pro-

1. If &n isotope, itz Liertiiy ard tho type
of encapsuletion used,

1}, If & machine souce “i-ci . ag ~ource
- tubes), Its complete doscriy

b. Purnish  engineennt uri- oroviding
complete Inforrnation oz .n

t ~,melry of
the radiating mechanizm iz the
speed of movement by e U Lling lsad,

RIS

the radiolgotope, and the =uaie  of curtes
in the source used (U isctcpo-r tbe wcitage
and amperage used (L muicnizey aud the

total time of exposure A switcraent of the
radiation Aux calculated tbe:zirtu auzll be
ineluded.

¢. Purnigh data providing tompleie infor-
mation on the means o he 3wy W conlrol
the exposure.

1. In the case of macblnes, furpish data
showing the sensitivity of tue mocons of con-
trolling the power spurcer ap the way in
which recorders are couplzd Lo pexduce rac.
ords of the operallng vollages and
amperages.

il. In the ease of lsotopse 1l machines,
describe the nature of dosimcwr and the
frequency of the doeimeiry apd {Urmsh data
showing the dosimetry and phnntoms to be
used, including those daia tha. ~h2ow that
the dosimeter readings sadegu~irly 1edecy
the dose absorbed by thz 7304 during
exposure.

. Use (on section tabt. -

This section shall include information on
the amount of the food additivr g cpoeed for
use and the purposes for which it Ls proposed
together with all direciunns. recommenda-
tions, and suggeetions reguicdi’iyr ihe pro-
posed use. The petitioner shall furnish ean
estimate of the maximum a5 woil &5 the
sverage quabiity of the food nddilive to be

—axpected in the total dallr diev of the con~

sumer, Bupporting ssnrnntions tnd ealowln-

tons be included. The petitioner shall
describe the concditions of ure ‘s’ he cons
cludes are in  accordanes Tith goed
manufachuring practics i ~a7 Insfance
L s
[
- . ,.Id'
R
& .
Ny
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whersin he propcscs o siricter Umitatlion,
If the usage icver 5 v'eged &0 be without
apecific Umiwmbion, b .ovela of use under
good maputactyring practice shall be sup-
plied

1. Drrect additicer In ti2 case of the addl-
tives intendesr ty preda e an 2Fect In the
food data obianed by adequate incthodology
‘shall be sutntled rhowiag the fate of the
food additi~s Ip the tned whether the foor
additive rerun-s cicha ortn anech fgod
of wiethor 1L s - -erted Lo oancther sub-
atancs Ly roaa-. ¢ pxidatian, degradatien,
or reactien with Swenta of ute food ot
otherw ge, &8¢ 40 o L «-vee o onbey such con-
verston Tols cechidm oo D cluae gpecimens
of ail labels nme Lo tio Lty osed for the

direct food widialoo”

Q. Indirect a.«' ' ¢ | trarsgier to food
resuils or s cr ote. Luailyy expected fto
result fron. ~ et Toad additive inm

ar aenlerinl, or {n Jood-
entiipment, the
petitionor sia'l rive the conditfous of
use In daotad with sropet o tie individual
foods or low g ~7 ¢ -z tontacted Informa-
tlon on .he ~rrltens ol use shall include
such tuaings »z '~ o7 nerature and period
of contact A e 7oL o woaweht of {ood to
contact susi:ca arsz The petitioner shail
furnish an cotimate -7 Lo omanumum ag well
mA the average v~ * ~1 *he food additive

processing, !
processing

Yy

and Its converzslor proe s fo ke expected In
the total dal™ . of{ e coqrumer, This
estimate sha! 5~ L.z oun experimental

Lsin? the food ttzelf or on
aslmr nolvents that simulate
various 1ype: of ‘on. These datn shall reflect
the most serers 2ondlt~ns as well a8 the
more usunl conditi~ns of the proposed usage.
The food o* tha rwtra-iz are to bhe analyzed
by methodr ~f 13:~gqua’'s sensitivity and
rellabilits for the foa dlditive compongnts
of the food-contact suriace Detalls of the
analytiea!l proccdure au-t be furnished In-
cluding suffivtent Tata to verify the clalmed
gensitivity alxd relinlniitv of the methods.

3 Radwgw.n In e ca-e of radlntion, this
section shail incivda ln,ormation on the
dose rargos to be el apd the purpose for
which +the radintien s proposed together
with all directions ~rnnmendations, and
suggestions regar-iiryg the nroposed use, ine
cluding inf~rmation an e Atomic Energy
Commisgjor: licenar: utnler which any iso-
topes are¢ used Th's se¢iion sbould also
include specimens of laseling Lo be used on
the radia.iov cources w1l any labeling to be
used on tike trenicd food,

C, Techni~a effczt (on

“Fais gection Al e d
lowing subsroticns

1. A detsitied inkle of eoniants for this
section. Thir may be rer-riduced from the
original con piewy o contents if the
Jdatter 15 suflelenty vdstied

migratico data
extraction data

seetian tab).
.videdl tnto the fol-

s

—= 2, A summary (in explanation) of what

the petitioner ~laima this section shows.

3. An andiysis and interpretation of the
data provided bt lie use of tables, charts,
graphs, nictures, etat.stical evaluation, or by

whatrver mrans ir appropriate, including
referencez o {hr pags numbers-of the raw
data analyzed ard I lerpreled.

4. The raw dala 26 [nliows:

a. Diree’ ad+ri o2 The raw Jata developed
to establish *hnt thie [vod additive will have
the intended ptrysicnl or other technical ef-
fect for which it iz being addad to the food
and 1o establich that tLe amount requested
18 nol higher lhan the amount reasonably
required Lo actompliah the intended physical
or other technical efect These data shall in-
ciude control data 1 suMeient detall to per=
mit an accurnic cratvat:on of the technieal
effeet of graduricd tevele of the rdditive when
tested experimontaliz,

Y, Indlreet o ldiiiras, If the food additive
fs a comporment of a foud-contact artiele
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(food-packaging wn'erial or {ood-Drocessing
and handling equipment), data shali be fur-
unished showing the level of migration. If ita
migration to food 18 a_funciion of the con-
centration of the componenl In such Yood-
contact article, data shall also bz furnished
showing that the propored usage lev 3
substance in the food-conlact ariicle is_the
level ressonably requured tr accomplish the
fntended eflect 1n_such artigle. If restdues of
a To0d nddTve are prescnt In processed food
bgenuse the additlve has Logn used (o tho
produstion or procssaing o! foeed and the
residues do not accomplisii an intended effect
tn such processed food, dats shall he fura
nished showing that the proposed tolerance
ievel reflects a reduction of such residues to
the sxtent possible In good mauufacturing
practice.

¢. Radigtion. In the case of radiation, ex-
perimental data shall be subinitted chowing
that the racdjation dosc preposcd accom-
plishes the intended technlenl effect and
does not exceed the amount reasonably ree-
quired to rccomplish the intended elfect,

1. Information sholl be included showing
that there 15 no induced radioactivity in the
food or packaging material or {n the ex-
tractants therefrom. This can Include a
theoretical discussion, but some actual ex-
perimental data should be provided to sup-
port the theory advanced i the case of
packaging materinls, and 1o all cases where
radiant energles eXceed 10 milllon eleciron
volts. If different radiation fuxes are to be
used, those materials subject to the highest
fiux and dose contemplated shall be selected
for testing, for induced radioactivity, A de-
scription of the methodology and the sen-
sitivity of the methods used to cstablish the
absence of induced radioactlvity In the
treated foods or packaging materizls shall
be furnished.

1. Data shall be provided to establish the
extent, if any, to which the nutritive com-
position of the irradiated food has been
nltered by exposure of the focd to the highest
dose and under the highest fuxes expected,
If any such changes are considered Insig-
nificant, they should be so designated and
the reasons detalled for thelr cinimed insig-
nificance. The methodolcgy employed shall
be fully described, including data extablish-
ing the sensitivity and reliability of the

methods,

{it. Data shall be provided to establish that
the trradiated food has not been significantly
altered in organoleptic or other physiesl
characteristics so a8 to render the material
otherwise unfit for food. In the case of &
food ordinarily atored for 8 period of time
at particular temperatures, data shall be In-
cluded reflecting the results when the ir-

‘radiated food ls appropriately stored and/or

shipped,

iv. Whenever the effect produced is related
to » given dose of radiatlon, the basis upon
which that dose 1s measured shall be ln-
cluded. If no actual dosimetry can ba de-
scribed, a full explanation shall be included
detalling the way in which the reported dose
has been calculated

D. Methods (on section tab),

This section shall be divided into the fol.
lowing subsections:

1. The petitioner’'s evaluation of the ana-
lytieal method(s) with respect to reliability,
accuracy, prectsion. and practicabllity as a
regulatory method shall be furnished.

2. If usage of the food additive requires a
tolerance for the food additive or for a con-
version product {n order to protect the pub-
lic health, a practicable regulatory method
shall be furnished to enforce the tolerance.
A practicable regulatory method l2 ons that
will provide satisfactory results within a rea-
sopable period of timoe consldering the rate
at which the material sampled mny be ocon-
sumed or otherwise disposed of. It must be

Wt i LD

satisfactory for aprlication g

essed, and/or finlshed [ o, v
matent resulta when asd by - onor oy
squipped and trained laberisery —sisennsl
The method must be capanis 3¢ '.are . 1:ive-
ly datermining the focd adw av- ¢ {hn
conversion product In the oresen
normal components of the food v Loon it 2
to be used and in the prerence of any ciaer
chemicals, Including {rod adeliives
can be reasonably expeciad tC ne precapt in
such food Valldation data must Ye ingiuded,
1.0, Bianks (untreated (osd) And fsacscr sl
{food with adaitive at variovs leve's ipaiur.
ing level of usage). The anaivtica. e,
shall Lbe written up in atepwiee [ngniwn
any critical steps Indlcate:l and cx;iaed

3. In the case of an ad4'iiv: wha! 5 W0 da
limlted only to good manufacturing y ~ra.¢x,
the petitioner ehall provide 2o o= 30-
alytical method sultalle for detc-ma 1o- tha
amount that has been addew tr thc fual o2
provide information purprrifag o= -% a0
the good manufacturtng pracucs *=2 .o 5ot
lkely to be exceeded.

4, In the case of food-conlact rmu. [ 3

.petitioner ehall provide the Losts Yo oo

in checking the specifications ,rop .
the purpose of Uimiting to sale amorr
migration to food of t.helcom;)oneut.c WoLae
food-contact surface,

E. Eafety (on section Lab).

This section shall contsin ihe [ol'ow.ng
aubsections:

1, A detalled table of contenta v t'1t* zec-
tion. This may be reproduced {rom ihz orig-
imsl complete table of contents \f theo latter
ls sufficiently detalled.

2. An explanation of whal lhe pelitioner
clalms this section shows, Including:

a. The petitloner's appralsal of the safely
data.

b. The no-effect levels found in tbe seraral
apecles of test animals.

¢. The petitioner's conclusion ~-. LM~ = .x'-
mum safe level tn the diet »f the o ar,
stating the margin of safesy.

3. An mnalysis and Interproint -
provided data by the use 27
graphg, statistical review, or oy 171 -, o te
means. This shall include sutsmust 5 607 vy
the favorable and unfavorable data
references to the page numbers 27 + ¢ raw
data analyzed and Interpreted

4. The raw data upon wiirh
conclusions are based. This sectiocn w7
regarded as jncomplete unless i. . ~ludos
ful] reports of adequate tesis rear~hiv abd-
plicable to sstablish whether r not tre load
additive s safe for ita Intended use The rc-
ports ordinarily shall include deiuled 2-ta
derived frotn appropriate amimal and other
biclogical experiments in which the meihods
used and the results obtained are 'eirivw set
forth. The petition shall DL < toout
explanation any reports o¢f invesiicsitions
conducted including any that wouid bias
an evaluation of the safety of the addiu-e

P. Tolerances-regulation {on sectinn tab:

This section shall contaln a probosed reg-
ulation in the format establlshed by tne
Food and Drug Adminiswration, ipeldizg
proposed tolerances, if tolerances arn re-
quired to assure that the contemplatr use
of the additive is safe,

Q. Amendment (on section tab)

Full tnformation on ench proposed chance
of existing regulations shall be submitted
with the chapges t0 be made indicated by
bracketing proposed deletions and ttaliciziog
revised or added material, Italics may be ir-
dlcated by underlining.

() Data in a petition regarding any
metliod or process entitled to protection
a3 & trade secret will be held confidential
and will not be revealed urless it is neces-
sary to do 8o In a regulation, or tn an ad-
ministrative hearing preliminary (o any

ree .
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judicial proceedings under the act. The
sclentific bases of safely on which any

food additive regulation rests Including

food additive anslytical methods/ahd

a summary of Lhe toxicological dafa are

not considered confidential.

£ 121.51 [Processing of f{ood additive
pelitions,

(a® Within 15 darvs alter receipt of
three ¢copies ol 1he petition by Pelitions
Conlrol Brmnecihh of the Food and Drug
Administration, the petitioner will be

PROPOSEN RULE MAKING

scription of the proposed use(s) in gen-
eral terms or as appropriate. A copy of
the notice will be matled to the petitioner
when the original Is sizned and for-
warded for publiceton in the FengraL
Res1sTER. The publicetion of the nolice
of filing is to give notice to interested
parties and ls required by section 409
(b1 (5) of the act. The notice of fAling
is not to be construed as the promulga-
{lon of a regulation or amendment to a
regulation,

(¢) If upon n complete evaluation of

notificd of the assiened pelition number fihe pelition the Commissioner deter-
and of the fact thal his petition has been | mines that additional information or an

filed for scirntific review. or will be noti-

examination of samples or both are re-

fied thal hus petitlon has not been fBledy, qured to resolve questions regarding
and why. During Liris period of 15 days, |, safety of the use ol the additive, or the
the new pelition wil be reviewed only -‘physical or other technical effect 1t pro-
for delermining ihat dats are present.: dgyces, he may request such information

and suitably arranged for an efficient

or samples of the {ood additive, includ-

scientific evoiuaticn. Unless otherwise {jng the food-contact arlicle containing

indicatec in the filing letler, the date of
this notificatdon leiter becomes the date

-~

the food additive, subslances used as
components of the food additive, and the

of filing of the pelition for the purposef ' food with which the food additive is

of section 409(b) (5 of Lhe act.

used or contacts. The Comnilssioner will

(1) X[ ihe petition cannol be fled, twd gpecify In the requests for samples a
* of the lhree copies of it will be returned quantity deemed adequate for any study

! to the petitioner. One copy of the sub~ or investigation reasonably required with

mitted material will be retained as an  respect to the safety of the-use of the
official record. The extra coples of the food additive, or the physical or other .
unfiled petition are returtied so that if (echnical effect it produces. 'The date
the petitiouer supplements the original used for computing the 80- or 180-day
material, the supplemented petition can limit for the purpose of section 408(c)

be submitted as a completely rearranged

(2) of the act shall be moved forward

and indexed document In triplicate for one day for each day taken by the peti-
reconsideration by the Food and Drug tloner to submit the samples requested,

Administration.

(2) The petitioner may, after recelv-
ing a letter refusing the {Uing of his peti-
tion, relurn the two copies to the Pell-

beginning with the mailing date of the
request. If the information or sample
1s requested @ reasonable time In ad-
vance of the 180 days, but is not sub-

tions Contro'! Branch and state in writing mitted within such 180 days after filing
that he Is resubinitting the petition to be of the petition, the petition will be con-
filed over prolesl. In this case, it will gjdered withdrawn without prejudice. A
be flied and the pelitioner so noilfled. copy of the nolice of withdrawal will
The [acl tho! the petition has been filed pe malled to the petitioner when the

over the Feed and hiug Administra-
tion's protesi will be included in the pub-
lished notice of fling.

original is signed and forwarded for pub~
lication In the FEDERAL REGISTER.
(d) If upon completion of the scien-

(h) A nolice of filing will be published tific reviews the petition and other rele-
in the Feperar RecisTer within 30 days vani data have been found to support a
following lhe pelilion’'s filing date. The regulation, the Commissioner will for-
notlce of filing shall contaln the mame ward for publicalion {n the Feperat Reg-

and post oflice sddress of the petitioner,

15TER. Within 90 doys of the flling of the

the name of lhe additive(s), and a de= petition (or 180 days If fhe time was ex-

) ?\\Q'

ey

=

.

-
. .

. not withdraw the pelition

tended pursuant to see. 173 »° 2V 27 Lhe
act), 8 regulation or ameadmer, 0 3
regulation preseribinz Lhe cengltinng
under which the fond adu.t.,» may be
safely used Including, bu. r4 o7 w i oL
identification of the na.‘iculay food rr
class(es) of food in which or ' contast
with which sueh additive mn: be used,
the maximum gquantity that ray be ieed
or permitted to remzin In suely {ond, ¢ra
manner {n which such ad_"v=» oy e
added to or used in contactr with suth
food, and any direclions or o'lLier JAbei-

ing or packaging requircins..’s 1cr suci
additive deemed necessars Lo L.n to as-
sure the safety of such ue2 w0 the Com-
missioner shall nolify i~ - oomer of

such order.

reviews the petition o: 7!
data have not beem zui
regulation, the petitionor
formed and given Lhe °
and will be offereri 2r
withdraw the petition w:. 34 e
to a future filing. If he v-..0.c0e
o AN dars
of such notification, o 2d~t Gen+ing

-the regulation may be pub.scad in the

FeDERAL RECISTER.

(f) If the Commissio—eT ‘irtermiines
within 90 days of fling .2t acdiv.onal
time is needed to study a~d investizate
the petition, he shall by vm*en nouce
to the petitioner extend tio originaj
evaluation period for not 'paie than 180
days after the filing of tiie polivion.

Any interested person inny. within 60
days frotn the date of pub.catian of s
notice In the FEpERAL Froiz~oe, V¢ with
the MHearing Clcri, [J <14

Tie .
s i

Health, Education, and \We 000
5440, 330 Independcnce . Ew,
Washingtem, D.C. 20201, v =itor roma-
ments, preferably in quurupiclis, oG

this proposal. Comunentis ma: oo coeame

panied by 3 memorendun o, brigt in
gupport thercof.

Datled: August 1, 1967.

Janrss L 7I00TARY,
Commigsioner of Foci cd Drugs.
[P.R. Doc, 67-8240: Filed, “uo. 7, 1967
0:47 arnj
.
; .
-
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§523.42 of sald marketing agreement
aLd order.

All persons who deslre to submit
written data, views, or arguments In
connection with the aforesald pro-
posa] shouid file the same, in quad-
ruplicate, with the Hearing Clerk,
U.B. Department of Agriculiure, Room
112, Administraiion Buliding, Washing-
ton, D C. 20250, not Ialer than the i0th
day after the pubiication of Wis notlce
in the Feperasl Recsten. All writben sub-
mnissions made pursuant to thls notlce
will be made avallable for publlc inspec-
tion at ihe oflice of the Hearing Clerk
during regular business hours (7 CFR
127 ).

Daled: August 1, 1067,

PavL A, NICHOLSON,
Depuly Direcior, Fruif aiu Veg-
etable Duvision. Consumer and
AMarkcling Service,

[FR. Doc. 67-8i29, Filed. Aug. 3, 106T
¢.49 aum.)

[7 CFR Parl 1004 ]
[Docket No. AO-160-134]

MILIC IN DELAWARE VALLEY
MARKETING AREA

Notice of Extension of Time for Filing
Exceptions o Recommended Deci-
sion on Proposed Amendments to
Tentative Marketing Agreement and
to Order

Pursuant to the provisions of the Agri-
cultural Marke'ing Agreement Act of
1937, as amended (7 U.S.C. 601 et seq.),
and the applicable rules of practice and
procedure govermng the [ormulation of
marketing agreements and marketing
orders (7 CFR Part 500), notice is here-
by given Lthat the tunz for Allng excep-
tions to the recommended declsion with
respect to the proposed amendments to
the tentative marketing agreement and
to the order regulaiing the handiing of
milk in the Delaware Valley marketing
ares, which was Issued July 25, 1867 (32
F.R. 110397, {5 hereby cxtended to Au-
gust 4, 1067,

Signed al Twashkingten, D.C., on July
31, 1967, -

&. R. SauTn,
Administrator.

(PR, Doc, 87-0090; IMled, Aug. 3, 1887!

B.46 aim.]

Packers and Stockyords
Administration

[9 CFR Port 2011
) LIVESTOCK

Purchase by Packers on Carcass Grade
ond/or Weight Basis; Extension of
Time To File Commenls

' On May 30U, 1967, there was published
in the PupERAL REcisTER (32 F.R. 7858) »
notice of o propoaal to amend the regu-
lations (8 CFR 201.1 et seq.) under the

Packers and Btockyards Act, 1921, as

PROPOSED RULE MAKING

ainended {7 U.S.C. 181 et seq., by adding
a new § 201.99 dealing with the purchase
of Uvestock by packers on & Carcass
grade, carcass welght, or carcass grade
and welght basls. The nolice provided
that written data, views or argumenis
concerning the proposed amendment
should be filed in duplicate wilth the
Hearing Clerk, U.5. Department ol Agri-
culture, Washington, D.C. 20250, within
30 days from the publlcation of the
notice in the FrozraL RecisTER. On June
27, 1967, & document was published in
the FeperaL REGisTER (32 F R. 9101) ex-
tending the time for filing such data,
views or argumenls to and Including
July 28, 1967,

Pursuant to a request from interested
parties, the time for filing written dals,
views or arguments concerning the pro-
posed amendment is hereby exlended to
and including August 15, 1967.

Done at Washington, D.C., this 38th .,

day-of July 1967.
GLENN G. BIERMAN,
Acting Adminisirator, Packers
and Stockyards Adniinistration.,
[I"K. Do¢. €7-9091: Flled, Aug. 3, 1967;
8:48 dan.}

DEPARTMENT OF HEALTH, EDUCA-
TION, AND WELFARE

Food and Drug Administration
[ 21 CFR Part 121]
FOOD ADDITIVES

Synthetic Organic Colorants in Paper
and Paperboard

The Commissioner of Food and Drugs
has evaluated data submitted by Syn-
thetic Organic Chemical Manufacturers
Association of the United States, 261
Madison Avenue, New York, N.¥. 10016,
and other relevant information, and con-~
cludes that a food additive regulation
should be proposed that would provide
for the safe use under certain conditions
of synthetic organic colorants in food-
packaging peper and paperboard. Ac-
cordingly, pursuant to the provisions of
the Pederal Food, Drug, and Cosmetic

. Act (sec, 409(d), 72 8tat, 1787; 21 UB.C.

348(d)) and under ine auib«rii; dejew
gated to the Commissioner by the Erore-
tary of Health, Education, an:d Wao.fv e
(21 CFR 2.120), it i8 proposea tlist (fart
121 be amended by adding to Subpar, Fa
new section as follows:

§ 121.____ Synthetic erpanic coloranls
in paper and paperbourd.

(a) Conditions of use. Synihetic or-
ganle colorants may be safely usrd o
impart color to food-packaging Laper
and paperboard otherwise comnliying
with regulations in this Bubpait I' it one
of the gonditions set forth in subpnara-
graphd (1) through (4) of this para-
graph plus the conditions set forth in
subtparagraph (5)7of this parngraph are
niet: = 7

(1) There is a functional barri~r he-
tween the colored paper or pape~¢ord
and the food. .

(2) The colorant ls listed as = color
additive for food use by a 1.zulaton o
Part 8 of this chapter. .

(3) The colored paper or papcrioatd,
is used or intended for use in contant’

with a dry food the surface of wi :l‘/

contains no free fat or oil

(4) The colorant is applied o ik~
paper or paperboard only prior to tie
sheet-forming operation, the colo-ed
paper or paperboard is used or inlended
for use in contact with food con'ziung
not over 2 weight percent of free drair-
able liquid, and {t passes the cx‘racilon

. and discoloration tests described in a-a-

graph (b) of this section.

(5) The colorant contains, if =zt all,
only useful adjuvants that:

(i) Are permitted to be adds¢ Ciecluy
to food by a regulation in Subpa-t 2 of
this part; or i

(i) Are otherwise permitic! v un

manufacture of paper and papeirborid Ly
& regulation In this Subpart 7 0¢ .o
50 used as Lo meet any limulation, pre-
seribed by such regulation.
Failure to meet the appropriaie covdi-
tions preseribed by this poiczranh wid
cause the colorant bto be deenied a [ood
additive for which no regulalion exusis.

(h) Tests, The tests relerred Lo In
paragraph (a) (4) of this secliol are aa
follows:

(1) Food-simulating solvents. Food-simulating solvents are chosen from ihe

following table:
Types of food

1. Nonacld, molst products; may contaln salt or sugar or both

{pH above 5.0).

H. Acidie, molst products; may contain salt or sugar or both, and

Solveni
Water.t

Water! claic aciwt

ineluding oli-in-water emulsions of high or low fat content.

III. Moist, acid or nonacid products contalning free oll or fat; may
contain salt, and tncluding water-in-oll emulsions of high or -

low fat content,

Water.tcltricaciaif
lard oilr

1IV. Dairy products and modifications
V. Low-molature fats and olls

Water.! lIord ofl?
Lard oll®

VI. Bakery products, except dry foods

Water,! lani ofl?

VII. Dry solids with the surface containing no free fat or ofl. oo
VI, Dry solids with the surface containing free fat olle e e cmeee—

XI. Frults and vegetables, raw,

No snd teat e
quired.

Lard oll#

Wator.b

1 Water—either distilled or demineralized.

1

1 Ofltrie acld solution—20 percent sucrose solution confaining 1 peroent citric ack! ad-

justed to pH 3.5.

¢ Lard oll--an industrial grade of lard oll is miltactory.

4 Onlt unless food Is acld,
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("> Drainable liquids in [foods The
tes. for drainable Lgu:ds In food is as
follows: A 100-gram sample of the [ood
in question is placed on a 5-inch diam-
eter, U.S. standard sieve No. 8. tilted
approximately 30° from the horfzontial
and drained for 2 minutes at ambient
temperatures nf not less than 65* F. The
weight ol the extracted liquid shall not
exceed more thali 2 wvelghi percent of the
original =ampie.

(3) Color tranzfer. The test for color
transfer {rom treated paper and paper-
bonrd ¢“sandwich test’) mvolves visual
comparison against a standard of a8 moist
filter paper held in contact with the
colored paper under test for a standard
period of time

() Equipment. (a* Color transler
standard: Color standard No 4 of the
“Officiat chart for Measuring Transfars
ence of Cnlor of {lie American Association
of Textiie Chemists and Coloiisis.”

(b) (Glasg-fiber filter paper.

(¢ Aluminum feil.

(d) Tweezers.

(e) Appropriate solvents simulating
the foods to be canlicted by the paper or
paperboard under test

(/) Aporoximately l-inch squares of
the paper or paperboard to be tested,
sufficient to provide one square for each
of the required {o¢d-simulating solvents,

(L) Determingtion of color iransfer.
(a) Baturate the fiter paper in the se-
lected solvent at room temperature (no
lower than 65° I') and piace the satu-
rated filter paper, “screen’” side up, upon
a plece of aluminum foll of appropriate
size, handling the filter paper with
tweezers.

(b) Using tweeczers, promplly place
the test square upon thie wet iiller paper
being sure ihal ihe food-contact side
of the test sampie is in conlact with the
filter paper.

(¢) Complete a four-ply “sandwich”
by covering thie upper side of the test
paper with a cover of aluniinum foll of
suitable size.

(d) Seal the eniire sandwich in com-
plete cover of foil or In a polyethylene
envelope to prevent loss of solvent during
test period.

(e) Subjecl the sandwieh to a pres-
sure of 10 pounds per square inch of test
paper and mainiain lhe pressure con-
tinuously for at least 20 hours.

(/) At the conclusicn of the contact
period remove Lhe pressure, carefully
open the envelope, and remove the lay-
ers down to the fliter paper by use of
tweezers,

(g) While still wet, compare the filler
paper with the color lransfer standard,
If the color of the filler paper 18 not
darker than the color transfer standard,
the colorant shows no significant mlgra-
tion and meets Lhe trunsfer test.

(4) Brightening-agent transfer. The
test for brightening-asent transfer from
treated paper and paperboard involves a
visual comparison under ultraviolet light
of a moist fliter paper held in contact
with the colored test paper for a period
of time against o spot contalning a
known amount of fuorescent brightene
ing agent, _ -

PROPOSED RULE MAKING

) Equipment. (a) Glass-fiber fliter
paper.

(b) Aluminum foll.

(c) Tweezers.

(d) Appropriatc solvenis simulaling
the foods to be contacted by the paper or
paperboard under test.

(e) Approximately 1-inich squares of
the paper or paperboard {o be tested,
sufficient to provide one square for each
of the required food-siimulating solvents.

(f) Fiuorescent brightening-agent
iransfer standard: Prepare solution 1 as
an aqueous solution of 10-50 milligrams
per liter of Fluorescent Brightening
Agent 28 and determine its absorbance in
8 l-centimeter cell al a wavelength of
350 millimicrons in & suitable spectro-
photometer against distilled water in the
blank cell. Prepare a working solution by
weighing out another amouni of the
brightening agent equal to:

118 % conecentration (grams per liter) of
brightening agent in eplution 1
Absorbance at 3560 miliimicrons

Transfer this amount to an actinic 500-
milliliter volumetric flask. hake to vol-
ume and mix thoroughly as solution 2.
Dilute 5 mjlliliters of solution 2 lo 100
milliliters volumetrically with distilled
walber as solution 3. Dilute 10 milliliters
of solution 3 to 100 mililliters with dis-
tilled water using an actinic flask [or the
preparation of solution 4 as the working-
standard solution.

(1) Determination of fluorescent
brightening-agent transfer. (a¢) Using
the “sandwich” technique described in
subparagraph (3) of this paragraph, ex-
iract the brightening agent from the
test paper onto the moist filter paper.

(b) Place o drop of approximalely
0.05 miililiter of the working standard
solution (solution 4) on another glass-
fiber filter paper and let dry. Moisten
this spot with the same food-simulating
solvent as used on the test paper and
compare the standard spot with the moist
filter paper under ultraviolet light. If the
fluorescence of the test sample does not
exceed the fluorescence of the standard
spot, the fluorescent brightening agent
shows no significant migration and meets
the transfer test.

(5) Test for the discoloration of color-
ants. Prepare a solution (or suspension)
containing approximately 10 milligrams
colorant in 1 liter of the food-simulating
solvent, Measure the absorbance of the
solution at a suitable wavelength. Hold
the solution at room temperature in the
dark for 20 hours, then again measure
absorbance at the predetermined wave-
length. This test is repeated for each of
the three food-simulating solvents
(water, 1 percent eitric acid solution, and
lard oil), described In the footnotes to
the table in subparagraph (1) of this
paragraph. If with any solvent the ab-
sorbanhce after 20 hours dark storage is

-

10 percent or more below the original

absorbance, the colorant may not be
used 'in paper or paperboard Intended
for use in contaet wifh food except for
dry food of type VII identified In the
tablehm subparagraph (1) of this para-
graph. -

-
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All interested persons are invited o
submit their views in writing. prelerobly
in quintuplicate, regarding this preposal.
Buch views and commments shouwd | :
addressed to the Hearing Clerk, Depars.-
ment of Health, Education, and “el-
fare, Room 5440, 330 Independsnce Ave-
nue 8W., Washington, D.C. 20201, witiis
30 dJdays following the date of publica-
tion of this notice in the FeperaL Jirdis-
TER. Comments may be accompaliled by 2
memorandum or brief in support thercol.

Dated: July 26, 1887.
J. K. KRR,
Associglte Commissioner
for Compliaice-

{("R. Doec. 87-8143: Filed, Aug. 3,
8:61 a.m.]

DEPARTMENT i
TRANSPORTATION

Federal Aviation Adminisiration

[14 CFR Part 39 ]
/ [Docket No. 8309}

AIRWORTHINESS DIRECTIVES

British Aircraft Corporation Model
BAC T1=11 200 and 400 Series
Airplanes

The Federal Aviation Administration
is considering amending Part 39 of the
Federal Aviation Regulations by adding
an airworthiness directive applicable to
British Aircraft Corp. Modecl BAC 1--11
200 and 400 Series alrplanes. There he=
been several instances of corrosion jving
found within the bore of the magnes;-im
bearing housing in the flap second.u~
transmission system. Heavy corrasion
deposits In this area can interferce with
the free operation of the bearinz and in
extreme cases penetrate the exienor on
the underside. Bince this condition is
likely to exist or develop in olher airera®t
of the same type design, the proposed
airworthiness directive would require je-
riodic inspection of the support bearin:s
in the flap secondary transmission shaf!-
ing and the replacement of corroded
bearing housings with unused mazne-
sium bearing housings until thc mag-
nesium housing is replaced wilh an
aluminum alloy housing.

Interested persons are invitcd to par-
ticipate In the making of the provoscd
rule by submitting such writlen da'a,
views, or arguments as they inay desire.
Communications should idenilify the
docket number and be submitled in du-
plicate to the Federal Aviation Adminis-~
tration, Office of the General Counsel,
Attention: Rules Docket, 800 Independ-
ence Avenue 8W., Washington, D.C
20580. All communications received on or
before September 5, 1967, will be¢ con-
sidered by the Administrator belore
taking action upon the proposed rule.
The proposals contained in this notice
may be changed in the Ught of comments
received, All comments will be avallable,
both hefore and after the closing date for

IR
Azut;
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