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80 percent safrole. Isosafrols and dihy-
mmceﬂnmuormmm
been used asflavors, .

i1 “Food “contatning any ‘aflded sat-
role, oll of sassafras, dihydroeafrole, or
salrole ozju_amsutuento!mylood or
extract 15" deemed ‘to-be sdulterated in
violation of the act based uporn an order
published In the Frgrran REGISYER olDe-
oembcra 1960 (25 FR 12412).

{i1(): The ansalytical method used for
detecting safrole, isbsafrole'and dihydro-
safrole is in “Journal of the -Association
of Officis] Analytical emists vol. 54,

Pp.900-902 (AATLHH 2 ;

m Monochloroacetic acid. tn Mono-
chloroacetic acid s the chemical chlo-

roaocetic acld CHLCl O,. It is a aynthetic
chemiosl not found in natursl products,
and has been proposed &5 & preservative
mdeohducmdnm-uloohoucbevemges.
A acid “is permitted in
Ioodmckwn adhegives with ‘an accepted
migration level up to 10 ppb under } 121.-
2520. The official methods-do not detect
monochloroacetic

level :

. (ﬁ)!'oodeunhinttganyaddedorde—
tectable Jevel of monochioracetic acid is
Gremod adulterated in violation of the
act based nupon  trade . correspondence
Aated December 29, 1941 (TC-377T). . .

(1) The analytical methods used for
detecting monochloroacetic acid in: food
are in $§20.057 through '20.062 ‘of the
“Ofiicial Methods of Analysis-of the As- .
sodxh?on of Omdal Anslytical Chem~
stz ™

(8) Thiourea. (1) Thiourea is the
chemical thiocarbamide CENS. It s &
symthetic chemical, is not found in natu-
ral products st levels detectably by the
official methodology, and has been pro-
posed B8 =wn anﬁmycotic ior use in
. dipping citrus.

(ﬂ)l"oodoonwmnganyaddedorde—
tectahle level. of thiourea is deemed to
be adultersted undertheact. | -

UH) “The anslytical methods used for
detecting  thiourea '$§ 20.099
through 20.100 of the ~Otetal sathody
p awmmmmmnozomau

. Analytical Chemists ”* - -

!

(9) Cobaltous Salts; acetate, chioride ‘

and sullate. () Cobaltous salts ‘are the
chemicals Co(CH,O,), Co Cl, and Co
8o,. They have beent used in fermented

" malt beverages as afoa.m stabmzernnd
to prevent “gushing”.

13 Pood containing nny added eoba.l—
tous selts is deemed-to be adulterated tn
viclation of the act based upon an order .
publizhed in the Frorsat Rrcister of
August 12, 1966 (31 FR 8788) . !

(10  NDGA (Nordihﬂdrommiaretic
acid). () Kordihydrogualarelic acid is
.the chemical
methylene) dipyrocatechol €, H,,0.,.

uct, ‘which Is synthesized, has been used
as an antioxidant in foods. -
Bee Tootnote 1 previons page

i e i

' 4 442 3-dimethyltetra-
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-~ (1) Food containing any ndded NDGA
1s deemed o be adulterated in violation
of the act based upon an order published
th.hemex.E:mmo!Amnu 1968
(33 FR 56197,

i) The analytical method used for
de’hecﬂng NDGA in food is in § 20.0008
ol the “Official Methods of Analysis of

the Association of Official Analytical

Chemists, ™ 1
11y DEPC
) Diethylpyrocarbonate 15 the chemi-
cal -pyrocarbonic acid - diethyl ester,
C.H,,O,. It is 8 synthetic chemical not
found in natural products at levels de-
tectable by avallable methodology and
hes been used as e ferment inhibitor in
alcoholic and non-alcoholic beverages.
1) Food containing any added or de-

“tectable level of DEPC 15 deemed adul-

terated in violation of the act based upon
an order published in the Peorrarl Reo-
1sTER of August 2, 1872 (37 FR 15426).
(e) Bubstances prohibited from indi-
mmaiﬁonhofoodtﬁroughusein food

acid&tthelnppb/wntactsuﬂ -

1) Flectol H @ Fiectol H is the
chemical  1,2-Dihydro-2,2 4-trimethyl-
quinoline, potymerized (CuHN), It is a
synthetic-chemical not found in natural
products, and has been wsed-as 2 com-

ponent of food packaging adhesives. -

d)-Food containing any added or
dGetectable level of this substance is
deemed  aduiterated in violation of the
act based upon an order published in the
FPeprrar RrersTer of April 7, 1967 (32 FR.
§675) .-

(2) 4.4 -Methylenebis (2-choroana-
neq,. ) 4,4’- Methylenebis (2-choro-~
analine) has- the molecular formula,
CuHuCLN,. It is a synthetic chemical not
found in natural products and has been
used &8s & polyurethane curing agent and

83 A component of food packaging ad-

Thesive and polyurethane resins.

") Food contalning any added or
detectable level of this substance is
deemed adulterated In violation of the
act based upon an-order published in the
FeperAt REGISTER 0of December 2, 1969
(34 FR 19073).

Interested persons may on or berore
October 24, 1973, file with the Hearing
Clerk, ¥Food and Drug Administration,
Rm. 8-88, 5600 Fishers Lane, Rockville,
MDD 20852, written comments (preferably
in quintuplicate) regarding this proposal,
Comments may be accompanied by a
memorandum or brief in support thereof.
~Recelved comments may be seen in the
sbove office during working bours, Mon-—
day through Friday. ;

Dated: July 19, 1973

" A. M. Bcupanr,
Commiasiouer of Food and Drugs.

{¥R Doc.T3-15218 Plled 7-25-72;8:46 am]
, :
[ 21 CFR Part121 ]

REMOVAL OF CERTAIN SUBSTANCES
FROM THE GRAS LIST REVIEW

" Notice of Withdrawal of Proposal

In the Frozal Rroister -of April 13,
1978 (38 ¥R 9316), the Commizsioner

. from §121.101 (21 CFR 121.101).

(Diethylpyrocarbonate) . -

of

20041

Food and Drugs propored to delete 52
substances from the current GRAS re-
view and to delist these same gubstances
The
basis for this proposed deletion dmd de-
listing was the absence of reported use
or production of the substances during

71970, ‘The use and production survey of

the industry was conducted by the Na-
tional Academy of Sciences, through its
Food Protection Committee of the Na-

" tional Research Councll, under contract

with the Food and Drug Administration.

One hundred and eighty comments
were received in response to the proposal.
Eighty-seven of these comments indi-
cated usage of the GRAS substances in
animal feeds; 37 in nutrient pharmaceu-

_tical preparations, 18 in indirect food
-ingredients, and 38 in direct human food

use. :
In the direct human use category, the

- comments reported the use of 43 of the

52 GRAS substances listed in the pro-
posal. ‘These comments gave numerous
reasons for not participating in the NAS
Survey, including non-solicttation by
NAB. Although most of the comments
were in agreement with the intent of
the proposal, each requested specific
exoeptions i

Ag a result of the above comments,
the Commissioner recognizes that there
is sufficient commercial interest in these
GRAS food substances to retain them in

- the current GQRAS review. Accordingly,

notice iz hereby given that the 52 sub-
stances as published in the FrpEraL
RecrsTer on April 13, 1873 (38 FR 9310),
will remszin in §121.101 (21* CFR
121.101), pending the results of this
review. k

Da.ted July 19, 1973.

. A. M. SCRMIDT,
Commixszmwr of Food and Drugs.

{FR Doc. 73;-15222 Piled 7-25-73,8:45' 2]

[21 CFR Part 121]
CAROB BEAN GUM

Proposed Transfer From GRAS List to Food
Additive Regulation for Direct Human
Food Use and Affirmation of GRAS
Status as Indirect Human Food
_Ingredient

The Food and Drug Administrat.ion is
conducting a comprehensive study of dis
‘rect human food fngredients classified as

y recognized as safe (GRAS) or

generall
- subject to a prior sanction. Pursuant fo

this review, the safety of carob bean
gum has been evaluated. In accordance
with the provisions of §§ 12140 and 121.-
41, the Commissioner of Food and Drugs
proposes to affirm the GRAS status of
this ingredient for indirect human food
use and toitransfer the ingredient to a
food additive regulation for direct hu- -
man food use, The Cormmissioner also
proposes to establish a new §121.105,
under which all indirect human food in-
gredients afirmed as GRAS will be listed.
As the review of GRAS and prior-
sanctioned direct human food ingredi-
ents progresses, these ingredients will be
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proposed for inclusion in new $ 121, 104
Substances added directly toiuman food
afirmed as penerally recognized safe
(GRAS), proposed new § 121.108 Sub-
stances prohibitcd Jrom use in food, Sub-
part D as direct human food additives,
Subpart E as prior sanctionk, or S8ub-
part H ias interim human food additives,
Bécause § 121.101 is not limited to direct
human: food ingredients, has been
regarded also as the basis of GRAS de-

terminations for indirect: { ingre-
dient sue, {n or on food conta. : surfaces,
. and for use in pet food and mal feed,

the Commissioner -has concluded that
when "an -ingredient lsted in § 121.101
is ‘afirmed for direct human good use it
will be retained in §121.101: with the
explanation that it has been affirmed as
GRAS and cross-referenced to the ap-
plicable paragraph in new § 121.104. Sim-
{larly, where it is afirmed as (GRAS for
indirect human food use and transferred
to a food additive regulationifor direct
use, the same. explanation will be: pro-
vided, alohg with appropriafe (‘xéeptions
This latter procedure is proqosed with
respect to carob bean gum.

Many of the substances published as
GRAS § 121.101, or used on a determi-
nation that they are GRAS without pub-
litation in § 121.101, were approved by
the United States Department 6f Agri-
culture for food packaging or process-

- ing use in meat or poultry, orl were ap-

proved by the Food and Drug:A
tration for food packaging or x&rocessing

. pursuant to correspondence, regulations,

informal annotincements, or {in other
ways, prior to 1958. Thus, many of these
ingredients are subject to specific prior
sanctions for indirect human,food use
in addition to GRAS status.'Nq compre-
hensive list of.such prior sanctions exists.
To' the extent that one of these sub-
stances is affirmed as GRAS, thq fact that

" it may aiso be Subject to a prior sanction-

is largely -of historical interest and has
no regulatory significance. To the extent
that one of these substances is not af-
firmed as GRAS, any restrictions or 1
itations imposed upon its useicould
any event-also be imposed. on- the prio
sanctioned uses-under the adtlteratioh
provisions of the act'as provided in§ 121.-
2000, published in the anxnu REGISTER

. of May 15, 1973 (38 FR 12738).

Accordingly, the Commxssioner has
concluded, that regulations 'based upon
the review of GRAS &nd prior-sanctioned
indirect human food ingrediénts will ini-
tinlly be  proposed on the assumption
that no prior sanction exists; Because
prior-sanctioned status constitutes an
exemption from section 409 of the act,
it should be construed narrowly, and the
burden of coming forward with evidence
of the sanction properly r%ts'upon the
person who asserts .it. In thé event that
any person responds to a proposed reg-
ulation with proof of a valid ptior sanc~
tion, a final regulation will be issued un-
der Subpart  E, “Substances. for which
prior sanctions have been granted,” as
well as under any other aplicable sec~
tions of the regulations. In this way, all

- possible ‘uses of the ingredient will be
Iully covered. Any regulation promul-

" has bee:
since 1925 Xt consists of the endosperm -
, of the calok (Jocust), bean seed and usu-
ally the de¢d coat and-germ. Carob bean, .

“embryology,

¥

]
[

Lot
H
1
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gated p t 6 this review will con-
sf.x*tute g dgbermination ‘that excluded
uses would-result in adulteration of .the

~ food in viplation of section 402 of the act,

audmefaﬂuretosubm}tmofofanap-

plicable prior sanction ih response to any .

proposed: regulation: will also constitute

a waiver pf the right to asset such sanc-
tlon at any later point in time. Any pro-
posed regulsiion will also: be construed
as| & proposal under Subpart. E in:the
evbnt tha,t & prior sanction iz asserted In

commen ubmitted on it: This proce-
dure is n aly becaude of the unavail-
ability or,dny comprehensive list of prior
sahctionsg;; g

Carob n . gum (locust bean gum)
has been? ted in §121.1014d) (7), pub-~
lised in & &} Fepzrar, REGISTER of Novem-

be!‘20 VY 5% (24 FR 9388), as GRAS as
a ptabilk*'riand in § 121. 101(h) and (1)
as|GRAS Jof food contact surfaces. Carob
bean, locus{! bean, and|8t. John's bread
are aso ‘individually. listed as GRAS. in

34121.101(e){2) a8 natural flavoring sub-

stances, @3 published inithe FEpERAL REG-

- ISTER of January 19, 1960, (25 FR 404).

- These nymérous nstings as well as the
publisheq literature, have caused a gredt
deal of : erstayding about - the

gun, -or |its} synonym locust bean gum,

status oj tliese substahces. Carob bean
usged. in U.8J food production

locust ;and St. John's bread are all
SyRO! fqr the whole:bean consis
of pod, pulp; and seediand can be co!
pared to 2 hole string bean..The dried
gum has| bepn used as a stabilizer and
thickene in;foods and as a coating for
food p aging containers. The . whole
bean is ¢aten as a green vegetable and
also drieqg and ground for a multitude of
human

dient - . Yhis, notice,covers only the

food in edlent uses o' the gum, ob-.

tained frqm the carob (locust) bean seed,
when used in human food. Food ingredi-
ent; uses df the whole bean will be evalu-
ated at a ln.u\,;' date. 5

Carob beaw gum (known also as locust
bean gum) *has been the subject of a
search of] the scientific literature from
1920 to the ptesent. The parameters used

in the se,é.rch were chosen to discover .

any articlegpthat considered (1) . the
chemical tos tity, (2) occupational haz-
ards,. (3) ﬁuz bolism, (4) reaction prod-
ucts, (5) atiorf’products, (8) any
reported da.r\ finogenicity, teratogenicity
or mutagg:ni/ ty, (7) dose response, (8)
reproductive; Mfects,. (93 ihistology, (10)

of 165 abdtrs its on carob (locust) bean

pertinent repprts from the literature sur-
veyi have 21 summarized in & Scien-
tiﬁq Literatu g Review. |

Al represen ative cross-section of food
manufactirel | was surveyed to deter-
mine the|spigific foods in which the
carob beah gum was used and at what
levels. Avhllable surveys of .consumer
consumptipn jwere obtained and com-
bined with 't/ e production information

gum Werei re ifewed and 11 particularly-

Ly
S

i

i
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d ynimal food and food ingre--

. 11) behavidtal effects, (12)
"detection,i ar { (13} processing. A total

port of: the Belqct COmmzttea on GRAS
Substances:

Two Oh npoﬂmnu are. porunmt. In
the 2rst; 10: ono'dty-om Arbor Acres chicks
‘were: fed s atook. diet; “another . comparable
group. was fed the stock diet: plul 8.3 per-

cent celluloss’ auppwnwnt, and s third eom- -

_parable- group was fed.n 2 percent carch bean

‘supplemént. The third group showed a

30 ‘percent’ ‘depressed feed intake: after thres
weeks,  withia! ‘corresponding :-decrease -in

wolght a8  oompeared to ‘the’ cellulose-fed

group. Each: chick consumed sbout: 340 mg.
otcarobboa.ngumperd&y,ormuomal
2 g _por kg per day. The degree of nitrogen
retention md*mmbol!mbh energy content
were about’the ‘same, as in' the cellulose
group,. ultho(xgh the tat nboorptlon w-.a sbout
8 percent higher.::

In the second. test, similar groups ot chicks
wers fod stock diets supplemented with: 0,285,
0.5, 1.0, and:2.0 percent .of carob bean

gum,
After. three weeks, the chicks fed at the 2

percent level ahowed & .37 pereent growth de-
pression as oompmd to the controls, while
thosd at” the . lower: levels. of supplement

“showed an avemga ] ‘percent growth depres-

sion. However, thé authors provided no.data
on food intakes in -this experiment;. Otihers

“working with' carob bean pods  have shown -
‘that . tannins depress.- ‘appetite. and growth. :

In addition, carob beéans contain trypsin ine
‘hibttors. whith are known to have growth-
<4nhibiting propérties. 8inte tannins and tryp-
sin inlitbitors could. be naturally present in

the carob bean gum’used 'In the.chick stud--

ies, either or both could have accounted for

- the growth : depression. reported. ‘From: the

data given, it is not pcssible to ascribe (de-
pression in growth to toxicity of thé gum.
A 10 percent dietary supplement of carob
bean gum does not significantly affect’ the
-growth of rats. Three groups of 8 rats av.
eraging 44 g each were fed for 28 days on'a
stock ‘diet, stock diet plus .l percent cho-
“lesterol, and stock diet plus I percent cho-
lesterol and: 10 .percent’ carob bean gum.
Differences in weight gain among the three
groups were not significant and no adverse

effects were . reported. While feed consump-.

tion was not reported, it is estimated that a
44-g rat would consume no less than 10 g
“per day, of the 10 percent carob bean gum
diet, Which would be equivalent to 1 g of the
gum per day. For a 44-g rat this intake rate
would he about 23 g per kg per day. ;

Orﬂmmmthamtisreportedtobegreater-

than 5§ g per kg for multiple doses, and’ greater
than 10 g per Xg for a single dose.

. Clinical ohservations of 18 human ln!unta
showed no untoward effects Irom feeding a
1 percent carob-bean gum powder, called

“Nestargel,” for an unsatated ‘period of time. '

‘The substance was apparently not changed
by the saliva and-gastric julce, -
The fate of- carob bean gum in the ga.stro-
Intestinal tract of adults was followed by
‘means of x-rays and stool examination, Bight
edults were fed barium suspensions followed
by *“two heaping teaspoonfulls”, of. a: gum
preparation-called “Vacuossa.” The ocolloidal
gel from the breakup of the “Vacuosa’” pel-
lotds mixed thoroughly with the fecal masses
in the colon. 6 carob bean gum did not
disintegrate into the gelatinous state until it
réached. the large bowel. There was no evi-
dence of interference with normal digestion.
Actual body load of carob bean gum was not
reported; but assuming 16 g per two tea-

. i . .
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U addverse

- manner- and quantity n
" However, it 1s not possible t6 determine,

tinued safe

must have been admine
uwrod at 8 lJevel of abotrt 350 mg per kg.
Boeyond these atudies; there 15 no detatled
m.tomsﬂon ‘velating to.thé-absorption, di
gestion,- metabolism, .or. umtion ot carob
bean gum in:man 6r animals.
Mutagenic’ tests “on Tats and mleo usmg

" three different ‘methods’ gave negative re-
. Bults, ‘There was no rmeasurable mutagento .

responses of alteration in“the recombination
frequency. for Saccharomyces : ‘cerevisiae in
either the -hoet-medinted  assay at lovels as
hlghu&gperkgormemcmudmvlw
tests. -No. axiverss ‘effects were observed. on
either motnphm chromosomes from rat bone

. - Marrow or anaphase chromosomes ffom in
. vitro oultures of human lung cells st any of

‘the doses or time periods tried. :No cant
were: noted'in. the dom-
inant lethal-gens'test on rets. | [

Teratologic teats on four species of animals

) wem negative. Ora Intubation of up to 1.3 g
. per xg of body weight of carob beans gum in

anhydrous corn’ ofl- to pregnant: rats for. 10

- eonsscutive ‘days, or:up to 1.0 g per kg to

‘pregnant hamsters for 5 consecutive days,
produced no clearly dlscerniblo effect on ni-
dation or on'-me or. feta survivs. The
frequency of :abnormalities in: -elther|soft or

_ skelstal tlssues of the test animals was com-

parabe to that ‘occurring apontan usy in
the sham-treatsd controls. In mice no un-
toward nic or maternal et!eéta were
noted at a level of 280 mg per kg for 10 con~.

.. secutive days. At 1.8 g per kg, 5 out of 21'dams

disd. The surviving dams producsd normal
litters, In pregnant rabbits, no -untoward

"L effects weré noted at a level of 168 mg per Xg -

for 13 consecutive days, but at 910 mg per
kg, a msajority of the dams died. The sur-

-viving dams produced normal’ ltters,

No evidence of carcinogenic or allergenic

" eotivity of carob bean gum has been found in

the literature surveyed.

© All of the-available safety information
on carob bean -gum:has been carefully .
evaluated by qualified -scientists of the
Select COmmittee on GRAS Substances

Experimental  Biology
(FASEB). It is the opinion:of the Select

*Committee that: “The available infor- -

mafion contains no evidence demonstrat-
ing that carob bean gum constitutes a
hazard to the public . when used in the .
practiced.

without additional data, whether a signi-
ficant increase in consumption would
constitute s dietary hazard.”

Based upon his own evaluation of all
available information, the Commissioner
concurs with this conclusion. In addition
the Commissioner concludes that' con-
of carob (locust) :bean
gum will reqyire food additive regulation
of the fent to preserve present-
levels of use. The levels of use adopted
in ‘this proposal, for various categories
of food, are those reported to the .Na-
tional Academy of 8ciencesin their Sur-
vey of food manufacturers. The Commis-
sioner further concludes that indirect
human food use of ‘carob (locust) bean’
gum, as a food contact surface in pack-
aging, doeg,not contribute significantly

"to the -carob bean:gum content of the

packaged food and- should: be af-
firmed a8 GRAS for this purpge

- Neither of thése proposed actions af-
Iects the present use of carob (locust)
bean gum for pet food or animal feed or
the present uses of ‘carob bea.n meal and

No. 143—Pt, IT<—2
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powder, when made from the whole carob
bean pod’'with seed; or:carob bean ax a
raw agricultural commodity.

Copies of the Belentific mterature Re-

view on carob bean 'gum and the report
of the FASEB Commitiee are available -

for review at the office’ of the Hearing
Clerk, Food-and Drug. Administration,
Depa.rtment of Health, Education, and
" 'Welfare, ‘5600 Fishers Lane; Rockville,
MD' 20852, and may be purchased from
the National Technical Informstion

20043

Act (secs. 201(8), 408(d), 701(a), 52 Btat.
1058, 72 Btat. 1784, 1787 21 UBC 321
(8), 348(d) 371(a)), and under author-
ity delcgatcd to him (21 CFR 2.120), the
Commissioner proposes that Part 121 be
amended as follows:

1. By amending § 121.101(d) () to add
the explanation “food additive regulation
§ 121.1251; affirmed as GRAS § 121.105
WY after “Carod besn gum (locust
beam gum)” to read as follows:

§ 121.101"7 Substances that are generally
g;w’ iceuém 2251258.? Port Royal Road, recognized as sufe.
Therefore, pursuant to provisions of R * -
the Federal Food; Drug, and Cosmetic . (d) * *:*
" Product Tolerance Llrrutuz!om,»rutﬁcmnl; ar
. . j explanations -
» e L . ees . .o
m BTLBM"‘”{ . e ea R
Carob beangum Oocust bean BUM). o lieiciiiimaaa- demercamnre v Food additive regulstlon § 121,1251;

v .

nﬂlrmed a8 GHAH § 121.106{0)(1).

2. By adding to Subpart B a new sec-
tion, as follows: -

§121.105 Substances in food contact
surfaces aflirmed as genernﬂy recog-

nized as safe (GRAS).

(8) ‘The indirect human Iood Aingre-
dients listed in this section have been
reviewed by the Food and Drug Admin-
stration and determined to be-generally
recognizd as safe (GRAS), for the pur-
poses and under the conditions pre-
scribed.

(b) This section does not authorize di-
rect addition of any food ingredient to
a food. It authorizes only the use of these
fingredients as indirect ingredients of
food, through migration from. their im-

resent’ maximum. levels under current
good manufacturing practice.

.(¢) The Usting of a ‘food 1ngredient -

in this section does not authorize the
use of such substance for the purpose,of
adding the ingredients to the food

through extraction from the food con- ..

tact surface. :

(d) The Usting of a food ingredient in
this section does not authorize the use
of such substance in a manner that may
lead to deception of the consumer or to
any other violation of the act.

(e) If the Commissioner of Food and
Drugs is aware of any prior sanction for
use of an ingredient under conditions
different from those proposed to be af-
firmed as GRAS, he will concurrently
propose a separate regulation covering
such use .of the ingredient under Sub-
part E of this part. If the Commissioner
-is' unaware of any such applicable prior
sanction, the proposed--regulation will
8o state and will require any person who
intends to assert or rely on 'such sanc-
tion to submit proof of its existence. Any
regulation promulgated pursuant to this
sectlon constitutes a determination that
excluded uses would result’™dn adultera-
tion of the food.in violation of section
402 of the act, and the failure of any per-
son to come !orward with proof of such

FEDERAL REGISTER,‘: vOL. 38, NO. 143——THURSDAY, JULY 26

an applicable prior sanction In response

to the proposal will constitute a walver”

of the right to assert or rely on such
sanction, at any later time. The notice

will also constitute a proposal to estab- -

lish a regulation under Bubpart E, in-
corporating the same provisions, in the
event that such. a regulation is deter-

mirted to be appropriate as & result of -

submission of proof of such an appHcable
prior sanction in response to the proposal.

(1) The following Indirect human food

ingredients have been affirmed ag GRAS:

(1> Carob (locust) bean gum. (i) Car-
.ob bean gum  (also called locust bean
gum) is the material obtained ffom the
ground endosperm of the seed of the
Ceratonia siliqua (Linne), a leguminous
evergreen tree.

. (D) The ingredient meets specifications :
of .the Food Chemicals Codex 2nd Ed.

(1972) '

(1i1) “The ingredlent is used or intend-

ed for use ‘as a constituent of food pack-
aging containers and thus may. only be-
come g component of food through mi-
gration from this surface. ;
(iv) The ingredient migrates to the
packaged or wrapped food at levels not
to exceed good manufacturing practices.
‘ 3. By adding to Subpart D a new sec-
t}.on as Iollows.

121. 1251 Carob
bean ‘gum).

The food additive carob bean gum may
be safely used in food in accordance with
the following condifions:

(a) Carob bean gum (locust bean
gum) is the material aobtalned from the
ground endosperm of the seed of the

bean gum (lucust

Ceratonia siliqua (Linne), a leguminous .

evergreen tree.

(b) The additive mieets specifications
of the Food Chemicals Codex 2nd Ed.
1972y .2

(¢) The additive is used at not to ex-
ceed the following maximum levels:

1Coples xﬁsy be obtained from: Natlonal
Academy of Sciences 2101 Constitition Ave.,
N.W. Washington, D.C. 20037.
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d) The label ang labeling of the addi-
tive and any intermediate mix of the
additive for use in finished food shall
bear, in addition to the other labeling
required by the act:

¢1> The name of the additive.

(2) A statement of the concentration
of the addmve in any int.crmedlate mix;
and

{3) Adequate information " to assure
that the final food product complies with
‘the limitations prescribed in paragraph
(c) of this section.

. The Commissioner hereby gives notice
that he is unaware of any prior sanction
_for. the use of this ingredient in food
under conditions different from those
proposed. above. Any person who intends
.. to :assert or rely on such a sanction
shall submit- proof of its existence in re-
-spanse to this proposal. The regulation
proposed - above will constitute a deter-
mination that excluded uses would result
in sdulteration of the food in violation
of section 402 of the act, and the failure
of any person to come forward with proof
of such-an applicable prior sanction in
response to this proposal .constitutes a
walver of the right to assért or rely on
such’ sanction at any later time, This
notice also constitutes a proposal to es-
tablish a. regutation under - Subpart
incorporating the same provisions, in
event that such a regulation is detef-
mined to- be appropriate ds a result of
submission of proof of siich. :an applicable
prior sanction in response to this pro-
. posal. -

Interested persons may on or before
October 24, 1873, file with the Hearing
Clerk, Food and Drug Admin’stration,
Rm. 6-88, 5600 Fishers Lane, kville,
MD 20852, written comments (pteferably
in jquintuplicate) regarding this pro-
posal. Comments may be accompanied’
by & memorandum or brief in support
thereof. Received comments may be seen
in the above office during workmg hours,
Monday through Friday.

Dated July 1¢, 1873.

- ‘ A M. Scmumr
‘ Commissioner of Food end Drugs.
(?’E Doc.73-15216 Fled 1-25-73:8 45 am]
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[ 21 CFR Part lélj ;

'FOOD CATEGORIES AND FOOD
| INGREDIENT FUNCTIONS

. ‘ Proposed Designation
’I‘he Food and Drug Admintstration is

conduéting a study of the direct human
food ingredients” ;la.ssiﬁed a5 generally

; FEDERAL

.
{

recognlzed h.e l;a.fe (GRAS) or subject to

‘use of th

a prior
the Co!
publish in the Feprral REGISTER, appro-~
priate pmbo?ﬁ!s to (1) afirm GRAS
statuk, (2) pi ‘E‘l;\rsh a prior sanction, (3)

tlan: Ay this sstudy progresses,

establish an'li erim food additive reguls.-
tion, (4 estgblish a permanent food ad-
ditive regulatipn, or (5) eliminate food
ingredlent uder review. The
Commissioner’ is propoking regulations
in this issde.of the Feprrar REGISTER With
respect toithe. @:st mgredients subject to

" this review. i

In regulati s published since 1958
under the}Fooﬂ -Additives Amendment, it.
has rrequently})een appropriate to desig-
nate broad-Ied categories in which an
ingredient ma\{ properly be used, and to
state the Mymictional purpose for whiéh
the ingredientimay be used. To date,/no
standardized definitions of the food cate-
- gories or! {unttiona.l descr!pticms ve
-been ado

In cmldncting the. industry survey of
production #nd use of GRAS and prior-
_sanctioneq focd substances, under con-
tract with: the Food and Drug Adminis-
tration, for us ;in the review of the safety
of zhese mgree‘,jient.s the National Acad-
emyiof Sciences developed standardized
food categories. Food. categories -of &
similar type wée also used by the United _
States Department of ‘Agriculture and
the ' Market’ Mearch !"Corporation of
America. (MRCA), in [their  respective
surveys, to determine the sizes of servings
used by donsvmers and the frequency '
of oonsumptiou of specific Toods.

The Conmimisttoner has$ concluded that
the food categories adopted by the Na-
tional Academy of Sciences (NAS) rep-
resent a d and™useful method of
dividing food | products into general
classes of related products. Where toler-
ances or Hmitations are estab) d for
the use of direct human food ingredients,
and there is significant !variation ‘with re-
spect to appropriate tolerances or lim-

itations for..onme or more specific food
categories,. this'method (of classification
will permit designation of the foods to be
covered without requiring o detailed 1ist -
of each o{ the| individual products in-
cluded. In jmany instancdes, tolerances or
limitations may be imposed uniformly
for ‘all foods. It may also be necessary
to impose, with relatively few exceptions,
tolerances 1pr lirhitations for specific food
categories at levels higher or lower than
the general rule. It is the Commissioner's
intent to jutilize the broadest possible
approach, in the interests of simplifica~
tion, wher-'ver/jusuﬂed by the available
safety data a.n@ ln!onnaﬁon ) !

[
i
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|

" general:

indexed ‘to:
xumpti
ate
ucnsminpm‘tbaaed.
The:- pmpocalnetmtbelowmtaima
description.of ‘each  food icate-

gory, without at 4o 1ist i’ detail
all’ the products withim: it. Wherever any
question arises with respect to the proper
classification ol ‘4 specific; food ‘product
which: mghtzmonabbla.n within two

or: more categories, proper classificetion

will - beidetermined by referring to:the

more detaﬂed and specific classification -

Hists established by the MRCA and cross-
indexed 10'NAS Iood categories, as con-
tained ‘in the final: NAS report to. the
Food and Drug Administration. The Final
Report ol the NAS: {5 Bow avallable from
the  National ™ 7Technicsl JInformstion
Bervice! (NTIB), in -accordance with the
notice on this matter published in ‘this
issue of the FPEpEmAL REcISTER. Accord-
- ingly, the Commissioner is incorporsting
this specific classification lst, by refer-
-ence, into this proposed regulation; for
purposss of resolving close questions with
respect to proper classification.

The NAS also: found .it- neowu to
establish a similar classification. system
with respect - to the technical functions
performed by the various specific ingre-
dients directly’ added to human ‘food.
These functional effects are contained in-
the final NAS report to the Food:B and
DmxAdenlstmﬂonanda.retheMject

of production, use, and consumption data -

on the technical fumctions of numercus.

.food ingredients, added to.the various -

' NAS food categories. Thus, these tables
describe ‘the specific’ technical purposes
for which GRAS -and  prior-santtioned
ingredients are added to NAS food cate-
gories, and-they consequently serve as ah
excellent reference to consumption pat-
terns on which ingredient tolerances and
limitations are. in -part. based.: Accord-

ingly, the Commissioner #5 proposing o
standardize the technical functional de-

‘scriptions submitted by the NAS, so that -
regulations permitting the useoftngre-{

dients in food -will accurately describe
their purpose. A standardized system of
In  understanding . the functions.

per-
tarmedbyt.heseingrediemxmthetoods .

theyconsume

Therefore, purswmt ‘to provisions  of
the  Pederal .Food, Drug, and Cosmetic
Act (secs. 201(s), 409, 701(), 52 Stat..
%]ogsc Stat. 17841768 as'amended; 21
authority to him {21 CPFR 2 -
120), the: -

Proposes
amend Part 121by adding to §121.1 the
zonawm;bwonewmm&phs
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{(8), 348, 37i(a)) and under °
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