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- Proposed Rule Making

EPARTMENT OF HEALTH, EDUCA-
TION, AND VIELFARE

Food cnd Drug Administration
{21 CFR Part 121]
FOOD ADDITIVES

Procedural Regulations

The Commizaoner ol Foodd and Drags
proposes that, the procedural food adedi-
tive rerulations be revised as set forth
below tn obtain improvemaont, in the qnal-
ity and erveanization of fond additive pe-
titlons snhmitterl and to expedite their
seientific review by the Food and Drug
Administratinn, The need for such re-
vision is bascd on the followinn:

A. Almonst halt of th2 frod additive pe-
titions as originally submitted to the
Food and NDran Administration have been
incomplete or have not adequalely sup-
ported the regulation redqnested and,
therefoye, have reqnired subsequent sup-
plementaton, amendment, withdrawal,
or demal.

B Secientific review of deficient and
poorly nroanized petitions is an unneces-
sary hurden that wastes the time and ef-
forts of both Administration and indus-
try scientists,

Therefare, pursuant to the provisions
af the Federal Food, ™, and Cosmetic
At secs, 400, TOUny, 52 Stat. 1055, 12
Stat, 1786: 21 U5, 348, 371a)) and
under the puthority delesnted to the
Commissinner by the Secrctary of
Health, Fduraton, and Welfare /21 CFR
2.1200 | it. is proposed that Part 121 he
amended by revisine §4 121.7, 121.9, and
12151 »nd by adding § 121.50, as follows:

§ 12017 Food sddivives for use in fecd
and drinking woter of animals and
food ndditives that are also new
drugs, cortifinhle amtibintic  drogs,
nnd/or pesticides,

{aY {1y A substance that is a new drug
within the meaning of section 201(n) of
the act or an antibiotie drug subject to
the certification requirements of sections
502(D and 5§07 nf the act may also be a
fond ndditive within the meaning of se¢-
tlon 201¢:) of the net heennse the sub-
stanee is to he nsed in Lhe feed of an ani-
mnl or because its intended use in or on
the animal results or may reasonably be
expected to result dirvectly or indirectly
in it or its conversion product(s) be-
coming a comnonent of or otherwise at-
feeting the characteristics of a food de-
rived from the animal,

(2) An application for a new drug or
an nntibjotle drug which substance is
also a food additive shall be submitted in
the form prescribed hy #1304 of this
chapter (Form FD 356V) and processed
in nccordance with Parts 130 fnew drug)
or 146 (antiblotic drug) of this chapter,
and the food additive aspccts of such

applications shall be processed
simultaneously.

/2) An application for a new drug or
an antiblotic drug which substance is
also a food additive shall include a prac-
tical, chemical assay method for en-
forcement of any tolerance provided
and, if edible products of food-producing
animals nre involved, data establishing
the restdues of the substanee or s
metahoiites in cuch edible products:

fhy Petitions for food additives {hat
are nondrug substances for use in the
drinking water or feed of nuimals shall
he submitted in the form described in
§ 121 50 and shall be processed in accord-
ance with the procedures prescribed in
this Part 121.

(¢) Any pesticide chemical added to
processed feed for animals lor the pur-
pose of affecting such animals wiil be
considered a food additive and new drug
subject to approval under scetions 409
and 505 of the act. Pctitions for such
pesticide chemieals shall be submitted
and processed in accordance with para-
graph (a)(2) of this section.

(dY A new-drug application will not
be approved for & use that results in the
substance becoming & food additive un-
til a regulation therefor i= 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 which a new-drug applicraticn ¢an-
not be approved. The new-drug applica-
tion and the cstablishment of a regula-
tion regarding the food additive aspects
will be acted on simultaneously.

(@y Applications for use ¢f any drug
substance in feed or for a drug or anti-
biotiec 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
may submit confidential information or
information entitled to protection as a
trade secret In the form of a “food addi-
tive master file.” Such master file will be
assigned a number and will be retained
as avallable matcrial 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 file
shall be arranged and indexed by page
numbers as if it were a portion of a
petition so that specific material may be
precisely referenced in any separate gsub-
sequent petition.

(¢} The analytical methods and a
summary of the toxicological basis on
which a food additive regulation is based
are not considered confidential or en-
titled to protection as trade secrets,

§ 12050 Content and fornr of food o
ditive petitiona,

fay Petitions to be filed under the pro-
visions of section 409«h) of the act shall
be submitted in triplicate, in the form
described in paragraphs r¢) and (d) of
this section. Any material submitted in
a foreipn language shall be accompanied
by an acecurate English translntion Any
prblished intormation nsed i snppert of
1he petitton shodl be submiitted i reprint
form. 'T'he petition mast he sieted by oe
petitioner or by an nuthorized attormn s
arent, or oflicial. If the petitioner or @ aeir
authorired representalive does no Lo e
or have a place of business wiilrin e
United States, the petition must alsc fur
nirh the name and post office addres. »f
and mmnst be countersiched by an nu-
thorired attorney, agent, or offic 1al 1 osd-
ing or mpintaiping a place of hunress
within the United States. All orimiral
unvublished sclentific studies supplied
m the petition shall include identitica-
tion nf the =eientists 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 submiticd
by the petitioner to the Food and Drhe
Adiminisirption may be incorporpted in
subscquent submissions provided sperific
reference to such information 15 mors
by mivinge the type of submi sion ned the
volume, pave, and date subinitted, and
provided that the submission is in a {900
additive master file kept current by the
petitioner, or is in another form of sui-
mission not over 10 years old. Confiden-
tial material entitled to protection ar o
trade secret, sueh as method of mannu-
facture or process information, in food
additive pctitions or food additive mas-
ter files furnished by a person other than
the petitinner may also be incorporated
provided use of such information is -
thorized in a written statement siphed
by the person whe submitted the in-
formation or his successor in interest.

fe) Petitions shall be assembled in the
manner precscribed in paragraph e of
this gection and submitted in a form
suitable for hinding, with all text double
spneed on 8 x 100s-inch poages with o
left-hand miwgln of approxinueteiy 1.
inches and a right-hand margin of ap-
proximately 1 inch. The Ieft-hand
margin shall be punehed for a standard
two-hole fastener (2%-inch spand verti-
cally centered therein. Each section sholl
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 sce-
tion and consceutively numbered.

(d» Petitions shall be transmitted hy
a cover letter in triplicate in the follow-
ing form:
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J1t

retittons Contral Rranch.

T'ond and Drne Administration,

Department -.f Hrolth, Education, and Wel-
fure.

W hineton, DG 20204,

CirnTLEMFN  The undaerstgned, oo ____
- - . submits this petition pur-
sunnt tn gerton 400(hy (1) of the Federal
Fooel g, and Coasmetic Act with respect

T & et e e - mmmm— .

(Mame of forl adeitive and proposed use

The petihion ot fehed and 18 sithmitted
Vi thee forrn ddecstHosd i R PG00 CPRR
040y of G toodd et tve regentadionn,

shneer e aene

Petittoner
By oa-n e e immmmemmaaaa —m——— ————
(Tntaate anthorityy
Date o -—
Counterstenaet BY oo m m———————

Post r.flice neldrer:

Date

ter The rcod additive petition shall
contiin:

T. Tntenriuetion (on section taby.

A. A detniled tahte of contents listing all
ftemn eontoined 1 the petition and the page
numtiwan whrre b otegl

LA we'l el and coherent fen-
ernd cammery ol Che alnta i the petition
FTT: AT pn-'-'mnn'r‘ st Tintang presenttnn n
aound e Do the pegnlatann reoanented an
Inehiebve Che D wimt Information with
referomes, to tha hares on whach the detailed
gaty i the perition mav be found.

1. fdantity and cempositinn, The name of
tha additive and tha specttications proposert
tn assvre that tha suhstanee 1s nf appropriate
pradn jor the intavded nge and that 1% 15 ot
reprotacible composition.

2. U'sc. The purpoza which the arlditive is
tn errvn tneinding snoestimnte o tho maxt-
mnm on well as the avernres quantity of Lhe
fond noditva ta ha pxprciad i the total
datlv diat of the re nsumer and Including the
hasia on vhirh tha estimate 1s made.

& Teehmeal offet JTUghhoghts of the data
that have boen decelnped -6 estahlis4 that
tha netrlitive peeomolishes the intended tech-
nienl ofient pned that the amenrt sought to
ke vsed [= n4 Dirber than +*hpt roaconably
neonesnry 0 vrevminlizh siith intended tech-
™enl effect

A Atetrpde fthehlighte of the da*an that
ertahlish t vt tha analvtieal methods pro-
i are procriean™s resiiatory ones ades
annte tn enforee tha limitatinns ronsidered
neescoare v e van af the additis o,

5 Torea'syr Yichlighta of the storl'es
provided to ceiyWich the satety of the pro-
ez nees ol the ndditive with an explana-
tinn nt hnw the potitioner conclides that the
prooesed ures are Fofe, inciding suramoarics
At any upfrvocable resttits as well ns the
foraruhta The hithlights shall include the
no-cent leveln fonnd in the several gpczien
of trt, arpmands aned the maximnm safe level
tn the dinrt Af thn cangymer. The morging of
erfety hetwron the na-cfTeey, fovel th the most
rencitive specietr of test andmats and the
pversen leval an woll as The maximum level
Neaty 1o ovear an the tofal diet ol the con-
samer than® e staged, takinm into eneatders
ptinn previare bv onaeeeed foed aedrbitive 1ines
tae the palvdonee ogul anv eomgsrenbile tath-
plonees Alas ekl lanlt he o onina ey
af the pahls med Yeeaeatace denline with the
rafety ot the comnound 17 safety depends
wpon vick ot a2 o mlcradinn, the rationnle
il e eerliined hriofly,
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TI. Body of the petitton,

A. Identity fon section tnb).

This section shall identify the additive ana
the general use or combinatirn of uses for
which 1t I3 intended (1.&., direct additive, in-
direct additlve, pesticide for fond additive
application, or radiation) and shall provide
tl.e lollowing information, cs “pplicahle;

1. Direct additive—a. Nomenclature and
formulas. . Common or wsual name: Unless
the name 18 being proposed as the commaon nr
nsual name, cite references to compendhia
that rrecopqitze the name ps comnro or ar wal

11 Chemienl nome in gecord aw e with the
vomenelybitre rote: of (e Chomleal Abe
s ta Mervice,

i, Trmde name(s) and other pames ured
1or the compound, jncluding those used dur-
ire experimental testing.

iv. Empirical formula(s).

v. Structural formula(s),
proposzd.

vi. Mo'ecular weight.

b. Deascription of the additive. 1. Complete
quantitative composition,

1. Physical state at room ternnerature,

1. Organoleptic characteristics,

iv. Manufacturing process(es), including
raw materials and thelr specifications aud
the analytieal techniques uzed to check
ti1e apecifications,

v. Food grade gpecifications for the addi-
tive, including identity, minimum content
cf the desired component(s), and limitations
on reaction hyproducts and othier imputrities
tncluding specifically tolal heavy cetals,
are 1o, and lead. Hash speetficstlon and
limitation shall be supported v 2 desrrip-
tion of the rnnlytical methods nied  invitd-
ing duta establishing the aeccurtiwcv and re-
tiability of these methods, NData iromn a sutt-
able number of representative productinn
Iratehes of the additive shall be included o
cstablish the range of impuritles and by-
products to be expected and to show that
t!i2 proposed specifications can bt met.

vi. Reproducibility of the additive, includ-

it ¥nown or

“1ng the production controls and assays em-

nloyed to assure that n reproducible prod.
vzt I be manufactured.

vil, Stability data and, If indicated therchy,
sny cxpiration date to be shown on the
Inheling to assure the identity. strenpth,
ouniity. or purity of the addit:ve

2, Indirect additive-—n. Nomenclalure and
formulas, Indirect additives include sub-
stances {ncldentally present in a final prod-
et because of addition for Tunctional use
clsawhere In the production rperation and
substances that may reasonabiv be expecied
to become n component of Icod becaure of
~{pir presence in Iood-contact surfaces. The
trllowing shall he provided for each suh-
stanee or 1ts reaction product:: incidentall
present in the food from produ-tion use rnd
for cach substance in the fc.od-contact sur-
fiarce, including polymeric materials, whether
present becauso of addition in the manufac-
nring or as o result ef a chirmiral reaction
during the mantficturiig. uniess adequate
reazons for omission ore advanced for pav-
tieviar components.

1. Common or usual name: Unlesz the
nome i3 being proposed as the commofl or
rsunl name, cite refcrences to cornpendin
that reengnize the name ns common or usual.

11, Chemical name:n) in accenrdancee v th
the nomenclature ruies of the Chepneat
Abstracts Service.

ill, Trade name(s) and other names ured
for the compound, inciuding thrse used dur-
tnr experimental testing

fv. Empirical formula(s).

v, structural formulafn) A7 known or pro-
posed.

vi. Molecular weight, inctuding for pnly-
meric substances thce molecular weight dis-
fribution In the basie resin and the average

rmetetul e wretiohes and the methods uopnt n
mnkine these dererminations,

b DPeorroption of the additre. v ¢ mpois
tion of the food-contact surface of poack -
tn moternil nr food-processing eqraiment

1 Physicd desaption of the feodeenn
tact o rorfuee, paelhigoug,  or equoporent
frnatos Tl

it Mannfacturing process, tncluding for
forl-eoniact surfaces the raw mater.nls arad
ol speciftentions that cncompass the hoge

e polyvmers snd the adjuvents (sach a-,

phe coerrl staWliera preservatives, Alee
ot e (RN SRR IR S Y FERES A T R B AL TR
[IRASI B LS B IR LYSYTRTT TENN | ERTY I SR P {1
sl ottt el neludinge tor ot - e
den’ o it e, whaste, haw, ated v by *he

ad* e oF Y8 precursor has been 1o
rat ot opta The proceesr,

i, Fpecifirntions for the addi' -e.ry 0
fordd-contact enrfuces, Includineg tlhicr wen-
titiee, the minimnm content of the Cesired
compnnentfsi. and Hmitations or impuriti
including total heavy metals, mo amers,
raralyet resirdnes, ete. Bach speri‘icat.on and
him:tation =shatl e etpported by o dreerina
tiem of the approprinte analvtical methoda
used, Ineluding data establihing the aeru-
raev and rolan' LT of the<e moethed= Dasa
from n ruitable number af re-raerntative
preduct:on Datches of the food-contart rur-
fares shall be included to es*ablish the rangee
of impurities and byproducts to be cxpe~tod
and to :hiow that the proposed =pec:f:ca‘ions
cun hn omet,

v. Repeocd ety of the food-contaet sur-
faces, ineliding tha produetion oty ds and
teetr emptoved Yo oansure that L repr Joeibte
prodiet wilt be manafactured

UORetiabien, This may Inchade rolaflon
of phy watelensth in the electrosrasnet: -
periram

o Fuedinttyn and radiallon sourceee) proe
pose!

LIt an !=atope. its identity and the trpe
e encapsintion used

Y. 7 » machine source (including souren
tukes), ita compicte description.

I Furnigh enpgineering data providing
romplete Information on the peoamctry of
the rarlating mechantsm, incind.ng the
rpeed of movement hy the radiatit « hearl,
the radinlratope, amil the number o curiea
In the snutre u-ad (If 1sotopes), the volt ae
and amperape ueed (!f machine). 'nd the
total time of exposure. A strlement of the
ractation fux colculated thercfrom shall he
inrthnled,

c. Furnish date providing ¢smpirte infor.
maiion on the rrenns 1o be used to cont-cl
the exposurns

L. In the case of machines, furni-hy 1
gmawinm the eensitivity of the mern: of ~ M.
trotling the power sourees and the oas o
which recorders are coupled to provlooe
ofd=  af  the  operating voltaren onA
amparapes

i, In the ecane of isotopes and marhires
deseribe the npature of donimeter o the
frequency of the dosimetry and furnish o' e
showing thre dostmetry and phantoms te he
usedd. inrinding those data that shoew thas
the dostmeter revings adeqoote!s reflect
the dnse ahenvhed by the foott Quring
exposvere,

R. U=a (om sertion tah),

This sectinon shall include information or
the amovint nf the food additive prono ed Tor
ure aprl the purporss for which it 1 propoe: ed
tegether with ant directions, reeommensda-
tiong, ord sopeertons reparding the pro-
pored wee. The potittensr shall formisb oo
citlmnte of the maximum as welt ar the
ateree gty of the food mndditt et he
expyeretod) e the talal dialv diek ot the cone
e Loappen e e s plions o enternln-
trons @ halt be ineliaded, 'The pet toner @0l
deseribn the rendittons of use that bie cos
ehwten are . accordunce  with  ponl
manu‘eetering  practice in any  instaee e

P
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wherein he proposes no stricter lmitation.
If the usaze level is alleged to be without
epecifle Jimitation. the Jevels of use under
pood manufacturing practice shall be sup-

Hed.

P 1 Dirert additings. In the eaze of the nddl-
ttven intendert to produco an effect in the
1nod, datn ohtained hy adegnate methodotlory
shall e =snbtmittedd thowing the fate of the
rand additive In the foorl, whether the food
shitive renatnas unchanged in soeh food,
or whether 3L Iy sonverted o another Jahy
stanee hv reocon of oxldation, degendation,
np reactton w'th companents of the (aad or
atherwlse, and the degree of any such con-
verston, This ~eetion shalt Inelude specimens
of all Jave): opa labelinst proposcd 1oy the
cdirect food adoiitive,

2. Indircet additives. I{ teansfer to food
results or mnay he reasonably cxpected to
result from the use ot o food additive in
processing, in packaging material. or in food-
processing and handling equipment, the
petitioner £hall describe the conditicna of
uze in detall with reapect to the Individual
foods or ~lasses of foods contacted. Informa-
tton on the conditions of use shall inclunde
sich things an the temperature and period
ot contact and the ratio of welght of food to
contact surface area. The pectitioner shall
furnish an catimate of the maximum an well
ns the average ruantity of the food additive
and its ronversion products to be expected in
the total duily diet of the consumer. This
eatimnte shall he based on experimental
migration data natng the foord 1tsell or on
extraction dain using solventa that stmulate
various tvpes of food. These data shall reflect
the most severe conditions ns well as the
mora ysual ronditions of the proposed usnge.
The forwl or the extracts are to be anplyzed
by mecthods of ardequate sensitivity and
relinbility for the food additive components
of the food-contact surface. Detalls of the
analytical procedure must he furnished in-
cludine enflictent data to verify the claimed
sensitivity nnd reltbtiity of the methoda.

3. Radiwation, In the cnse of radintion, this
gection shall Include mformation on the
doag ranees to he nsed and the purpose for
which the radintion fn proposed together
with all dirertions, recommendations, and
sugpestions regarding the proposed use, in-
cludine information on the Atomic Enerpgy
Commission llcenseas under which any iso-
tnpes are meed. This sectlon should also
inelnen specimeng of Inheling to he used on
the radiatinn contees and any lnheling to be
used on the treated food,

2. Technizal effect (on section tah)y,

This section shalt he divided into the fol«
lowing suhbscetiona:

1. A detalled tahle of contents for this
gectinn, This may be reproduced from the
nrininal complete table of contents if the
Intter is sufficiently detailed,

7 A svmmary (nan explanation) of what
the petltioner clnima this section shows,

3. An annlysis and interpretation of the
datn provided hy the nse of tahles, charts,
graphs, pictures, atatistical evaluntion, or by
whatever mennsa is appropriate, including
refcrenres tn the page numbers of the raw
data analyzed and interpreted.

4. The raw data as follows:

n. Direct additines. The raw data doveloped
to establish that the food additive will have
the intended physical or nther technieal ef-
feet for whicrh it is being added to the food
anst to eseahlish that the nmount requested
I not htgher than the amonnt. reasonahly
rerpiieed to accomplish the intended physical
ot ather technieal affect Thede data shall 1=
chude conteol data in sulfllctent rdetall to per-
mit, an acerrate araluation of the technteal
cfTect nf praduated levels of the ndditive when
tested exparimentally.

h. Indirect additives. It the food additive
18 & component of A food.contact article

PROPOSED RULE MAKING

(food-packaging material or food-processing
and handling equipment), data shall be fur-
nished showing the level of migration. If ita
migration to food is a function of the con-
centration of the component in such food-
contact article, data shall also be furnished
showing that the proposcd usape leve] of Lhe
suhstance in the food-contact article ts the
level reasonabily requtired o aceomplish the
tntended effect in such article. ¥ residuea of
a food ndditive nre present in processed food
beeuntze the additive ha been vwoed in the
rroduction or processingy of fosd and the
residnes do not accomplish an intended effect,
in such processed i1ond, data shril bhe fur-
nished showing that the proposed tolerance
levet refleets 3 reduction of such reslduces Lo
the cxtent possible in good mhulactiring
nractice,

¢. Radiation. In the case of radiation, ex-
perimental data shall be submitted showing
that the radiation dose proposed AccomMm-
plishos the Intended technical cffect and
ctres not exceed the amount reasonably re-
auired to accomplish the intendesd coffect.

i. Information shall be included showing
that there is no Induced radioactivity in the
tood or packnging material or in the ex-
tractants therefrom. This can Include a
theoretical discussion, but some actual ex-
perimentnl data should be provided to sup-
port the theory advanced in the cnze of
packaging materinls, and in all e¢nses where
rudiant energics exceed 10 million electron
colts, If dlfferent radiation Nuxes are to be
used, those materials subject to Lhe higheat
flux and dose contemplated shail he aelected
for testing for induced radioactivity, A de-
scription of the methodology and the sen-
sitivity of the methods used to catablish the
absence of induced radioactivity In the
treated foods or packaging materials shall
he furnished.

11. Data shall be provided to establish the
extent, if any, to which the nutritive com-
position of the irradiated food has been
altered by exposure of the food to the highest
dose nnd under the highest fluxea expected,
If any auch changes are considered insig-
nificant, they should be so designated ond
the teasona detailed for their cluimed insig-
nificance. The methodology employed shall
he fully deseribed, including data establish-
ing the sensitivity and rellability of the
methods.

iit. Data shall be providen to cstnblish that
the irradisted food has not been signiticantly
nltered in orgonoleptic or other physical
characteriatics 50 a3 to render the rnaterial
otherwiaeé unfit for food. In the case of A
fond ordinarily stored for a period of time
At particular temperatures, data shall be in-
cluded reflecting the results when the ir-
radiated food 1s appropriately stored and/or
shipped.

iv, Whenever the sffect produced 1s related
to & glven close of radiation, the hasis upon
which that dose 18 measured shall be in-
cluded, If no actual dosimetry can be de-
scribed, a full explanation shall be included
detalling the way in which the reported dose
has besn calculated,

D. Methods (on section tab).

This section shall be divided tnto the fol-

_lowing subsections:

1. The petitioner's evaluation of the ana-
lytical method (s) with respect to reliability,
accuracy, precision, and practieabllity as a
remitlatory method shall be furnished.

2. If usage of the food additive requires a
tolerance tor the food additive nr for n con-
versinn product in order to protect the pab-
lic health, a practicable regulatory method
shall be furnished to enforee the tolerance.
A practicable regulatory mcthod is one that
will provide aatisfactory resuits within a rea-
sonable period of time considering the rate
at which the material sampled may be con-
sumed or otherwise disposed of. It must be

11115

satisfactory for application to the raw. proc-
essed, and/or finished food; i.c. give con-
sistent results when used by properly
equipped and trained lahoratory nersonne!,
The method must be capable of quantitative-
1y dctermining the food add:tive or tae
conyersion product in the preaence of ibhr
normal components of {he food i wael s
to be naed ond it the presence of any other
chivmaeats, Inendtyge tood  ndditives, o
can be renronalny expected o be precent o
cueh food, VaRdatlon data mtest be tnaehidod,
1. Blunks funtreated oy and recovesie
(Moo with odditive ot virious lovels Inceibng
inee I~vel of uagte), The analytical method
shall he written up in stepwise faghion with
any ritieal ateps Indleated and expiadned.

T the ease of an additive that s 10 he
Himited only to pood manutacturing praciice,
the peritioner shall provide data on »n 'n-
alytical method suitable for determininy “he
amonnt, that has been added to the fuced, or
provide information purporting to shuw i,
the good manufacturing practice level is nnt
Hkcly to he excerded.

4. In the cise of food-contact surfaces. the
petitioner shall provide the tesis to be erdt
in checking the specifications propored jur
the purpose of limiting to safe amounts (he
migration to fond of the components of the
food-contact surface.

E Safety {on section tab).

This section zhall contain the following
sulr-e~tions-

1 A qdetalled table of contents for this sre-
tion. This may he reprodiuced from the orig-
inal complete table of contents if the Intter
is suMeiently detailed,

2. An cxplanation of what the petitioner
claime this section shows, including:

a. The petitioner's appraisal of the r}l’vty
data.

b, The no-effect levels found In the scveral
spacies of test animals,

¢. The patitioner's conclusion on the maxi-
mum safe lovel in the diet of the consumer,
stating the marpin of aafety.

3. An analysls and {nterpretation of the
provided datih by the use of tahles, charls,
graphe, statistieal review, or any appropriats
means Thia shall inclucde summarics of both
the favorable and unfavorable data, with
references to the poge numbers of the raw
data analyzed and interpreted.

4, The raw data upon which the safety
conclusions are based, This section may hwe
reparded a8 Incomplete unless it includes
full renorts of adequate tests reasonnbly ap-
plicable to establish whether or not the food
rdditive is =afe for its tntended use. The re-
ports ordinarily shall include detailed dat.
derived from approptiate animal and other
blological experiments in which the meihodr
used and the results obtalned are clearly sct
forth. The petition shall not omit without
explanation any reports of investigation:
conducted including any that would hins
an evaluation of the safety of the additive,

F. Tolerances-regulation (on section tahy

‘This section shall contain n proposed reg-
ulation in the formnt established hy the
Pood and Drug Admintstration, includine
proposed  tolerances, \f tolerances are re-
quired to sssure that the contemplated use
of the additive iz safe.

G. Amendment (on section tab)

Full informntlon on each proposed chanae
of existing regulations shall be submitted
with the changes to be made indicated by
hracketing proposed deletions and ttaliciving
revised or ddded material, Italics may he ine
dicated by wruderlining.

fr DNData in a petition resarding any
method or process entitled to protection
as a trade secret will be held confidentinl
and will not be revealed unless it is ncces-
sary to do s0 in a regulation, or in an ad-
ministrative hearing preliminary to any
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indicinl proceedings under the act. The
selentific brses of safety on which any
fond additive reulation rests including
forgl additive analytical methods and
a cummarye of the toxicological data are
nat considered confidential,

§ 121,51 Trocessing of food additive

pelitions,

tn) Within 15 days after receipt of
three copies of the petition by Petitions
Control Branch of the Food and Drug
Administration, the petitioner will he
notifled of the assigned petition number
end of the fact that his petition has been
filed for scirntific review, or will be noti-
ficd that his petition has not been filed
and why. During this period of 15 days,
the ncw potition will be reviewed only
for determining that data are present
and suitahly arranged for an efficlent
ecientific eovaluation. Unless otherwise
indicated in the filing letter, the date of
this notificntion letter becomes the date
of filinr of the petition for the purposes
of section 4n19(h) (5) of the act.

/1) If the petltion cannot be filed, two
of the thrco copies of it will he returned
tn the pctitioner. One copy of the sub-
mitted material will be retained ns an
official recovd. The cxtra coples of the
pnflled petitlon are returned so that if
the pctitioner supplements the original
material, the supplemented petition can
be submitted a5 o completely rearranged
and indexed document in triplicate for
reconsideration by the Food and Drug
Administration.

(2y The petitioner may, after receiv-
Ing a Jettar refusing the filing of his pati-
tlon, retnrn the two copies to the Poti-
tions Control Branch and state In writing
that he is resybmitting the petition to be
filed over protest. In this case, it will
ha filed and the petitioner so notified.
The [act that {he petition has been filed
over the Food and Drug Administra-
tion's protest will be included in the pub-
lished nntice of fling.

thy A nntice of filing will be published
in the Feorrar REGISTER within 30 days
following the petition's filing date. The
notice of filing shall contain the name
end post office nddress of the petitioner,
the name of the additlve(s), and a de-

PROP SED RULE MAKING

scription of the proposed use(s) In gen-
eral terms or as appropriate. A copy of
the notice will be maliled to the petitioner
when the original is signed and for-
warded for publicaton in the FrpERAL
Rrcrster, The nublication of the notice
of filing 1z to give notice to interested
parties and is required by section 409
(b) (5) of the act. The notice of filing
is not to be construed as the promulga-
tion of a regulation or amendment to a
regulation,

(¢) If upon & complete evaluation of
the petition the Commissioner deter-
mines that additional information or an
examination of samples or both are re-
quired to resolve questions regarding
safety of the use of the additive, or the
physical or other technical effect {t pro-
duces, he may request such information
or samples of the food additive, includ-
ing the food-contact article containing
the food additive, substances used as
components of the food additive, and the
food with which the food additive Is
used or contacts. The Commissioner will
specify in the requests for samples a
quantity deemed adequate for any study
or Investigation reagonably required with
respect to the safety of the use of the
food edditive, or the physical or other
technical effect it produces. The date
used for computing the 90- or 180-day
imit for the purpose of section 409(c)
(2) of the act shall be moved forward
one day for each day taken by the peti.
tioner to submit the samples requested,
beginning with the mailing date of the
request, If the information or sample
{s requested a reasonahle time in ad-
vance of the 180 days, but i1s not sub-
mitted within sueh 180 days after filing
of the petition, the petition will be con-
sidered withdrawn without prejudice. A
copy of the notice of withdrawal will
ba mailed to the petitioner when the
original is signed and forwarded for pub-
lication in the FEDERAL REGISTER.

(d) If upon completion of the scien~
tific reviews the petition and other rele-
vant data have been found to support a
regulation, the Commissioner will for-
ward for publication in the Fenerar Rea-
1STER, within 90 days of the filing of the
petition (or 180 days if the time was ex-

tended pursnnnt to sec 409¢ey (2 of the
act), a reculation or amendment to a

recalation weseribing  the  conditions
under s hieh the food additive o he
safe'yv used neluding, but not limated to.
identification of the particular food or
class(es) of food in which or in contact
with which such additive may be used,
the maximum quantity that may be uscd
or permitted to remain in such food, the
manner in which such additive may be
added to or used in contact with such
food, and any directions or other label-
ing or packaring requirements for such
additive deemed necessary by him to asg-
sure the safety of such use, and the Com-
missioner shall notify the petitioncr of
such order.

(e} If upon completion of the acientifie
reviews the petition and other relevant
data have not been found to support o
regulation. the petitioner will be so in-
formed and given the reason thercfor
and will be offcred an opportunity to
withdraw the petition without prejudice
to a future filing. If the petitioner docs
not withdraw the petition within 30 days
of such notification, an order denying
the regulation may be published in the
FENERAL REGISTER,

(fv It the Commissioner determincs
within 90 days of filing that additional
time i needed to study and investigate
the petition, he shall by written notice
to the petitioner extend the original
evaluation period for not more than 180
days after the filing of the petition.’

Any Interested person may, within 60
days from the date of publication of this
notice in the FEpERAL REGISTER, file with
the Hearing Clerk, Department of
Health, Edueation, and Welfare. Room
5440, 330 Independence Avenue SW.,
Washington, D.C. 20201, written com-
ments, preferably in quintuplicate, on
this proposal. Comments may be accom-
panied by a memorandum or hrief in
support thereof.

Dated: August 1, 1967.

JAMES L, (GODDARD,
Commissioner of Food and Drugs.

[FR. Do¢. 67-9240; Filed, Aug. 7, 1967;
8:47 am.)
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