Mt syrup
" MUk powder (whole. em;yme modmed)
Aiino  tri (methylene phoephoﬂc o.cld)
sodtum salt -

‘ Bergamot ofl

Bouillon (vegetabla smokad)

Butter fat; enzyme modlﬂed w/a.dded butyric
acid

‘CTandellilla wax = ' ‘ :

carboxymemyl hyd:oxyet.hyl cellulose

Chlorophyll

Corn mint ol (mentha arvenis oil)

Enrymes (bacterial) .

Ferrous citrate : -

-Purcelieran

QGluten (corn) .

Gums (vegetable) - ; p

Iron citrate . . ~

Liver fractions

Methylipolysilicone

Mono and diglycerldea (sod.ium sultoaoetate

.. Qertvatives) .

< Morpholine

<Nicksl

< Odeocylammes

Oiticia

Peptone (pepsm-mod.med s0y bea,n %otem:
‘brewers peptone) .

d.lbydrochloride
Potassium gluoom.te

" Rutin

suvcr-snvei: dragees
Sodium fiuoride N

. SBodtum metasfliicate

Soya fatty scid amine (ethoxylntod)
Starch (food, modified

- Vitamin B eomplex nnd uyrup

Ymtx

Potassium btomate .
| Potassium phosphstes
Sausage casings (HCl and cenuloﬁ ﬂbers)
‘S8odium chlorite ; \
Sodium hypochlorite *;
-8odium zine mccaslllcate
Stearyl alcohol
Wax (shellac)
Zetn powdat

To be’ consldered tor incluslon in =

" Scientific Literature Review, two copies

of all relevant safety.dats, and infor-

" mation shall be submitted to the organi-
zation preparing the Review before the:

listed completion date, and the original
and two copies of -all such’ miormation
shall simultaneously be sent to GRAS Re-
view Branch: (BF-325), Bureau of Foods,

.. Food and Drug Adxmnlstraﬂon. 200 “C”
Btreet - 8W., : »Wash DC- 20204. Imme--

FEDERAL

N i

NOTICES 20053

. ‘dlabelyuponreceipt ofan&tuch submis- cluded in a balanoed and commete'

| slon;- one copy. will be’placed on display presentation. The examination is not in-
| at:the Offles of the Hearing Cleric, Food . tended to determine that all pertinent
cand: Drug ‘Administration, Rm.: 6-88, sclentific Information is Included. Notice
i 5800 Fishers Lane, Rockyille, MD 20852, iz therefore hereby given that any inter-
_where it may ‘be reviewed during work~ ested person who, after study of a. Bclen-
lng hours, Monday through Friday. tific Literature Review, believes that
§ vIf:the contractor hasnot been named, additional pertinent published or un-
the original and four copies of any such - published data or information should be
 data-and information shall be submitted included in considering the safety of the
- to'the. GRAS Review Branch (address ingredient(s) covered In the Sclentific
above), which will distribute two cop- Literature Review, may submit ten coples
ies to the contractor .for the Sclentific of such vmtten data, information, or
Literature Review when he is selected. views to: .
_Acopy of all such submissions will 2lS0  gejeet Committes- on GRAS Substances,

" immediately be placed -on display at the
office of the Hearing Clerk, at the:above
address,

If the estimatedrdate of completion of
the Review has passed, copies of any
such.safety data and information shall
~ be submitted to the Select. Committee on
GRAS Bubstances and the GRAS Review

. Branch as provided by the notice pub-

lished - elsewhere in this issue of the

FEDERAL REcIsTER, and ™ a copy of any
will immediately - be
‘' placed on display at the office of the

such . submission

Hearing Clerk pursuant to-that notice.
Dated July 19, 1973,

A M. Scxmnr
Commissioner of Food and Drugs.

[FR Doc.73——15226 Fued: 7-26-73 ;8:45 am]

S AFETY OF GRAS AND PRIOR-SANC-
. TIONED DIRECT HUMAN FOOD INGRE-
- DIENTS

Notice of Opportumty To Present Data
Information and Views - :

N

Federatio of American Socletles for Ex-
© perimental ‘Biology,
9650 Rockville Plke,
Bethesda, MD 20014 -

The -original of this material and two
additional coples shall simulbaneously
be sent to: [ .
Bureau of F'oodz,

Food and Drug Administration, -

GRAS Review Branch (BP-335),

200 “C’” Street, B.W.,

Washington, DO 20204

Immediately upon receipt, one copy of
any such submission will be placed on
display at the office ‘of. the Hearing
Clerk, Food and Drug Administration,
Room 8-88, 6600 Fishers Lane, Rockville,
MD 20852, where it may be reviewed'
during ‘working hours, Monday through
Friday. .

The Select Commxttee on GRAS Bub--
stances is utilizing the services of special
_consultants with - particular expertise

B

_in considering specific issues that arise

in the evaluation of these substances.
" The Select Committee also recognizes

| The Food and-Drug Administration  that the presentation of oral views with

~ gubmit unpublished safety.data and in-

i conducting o study: of the safety of respect to the gafety of these substances
idirect humsn food ingredients classified may be helpful in its work. Therefore, an
as.generally recognized -as safe (GRAS)  opportunity will be provided for -any
or subject to ‘a prior isanction. As part interested persbn- to present oral views
‘of this study, information on each such: on the safety of these substances to the
ingredient : (or group- of ingredients), Select Committee at a hearing, as pprt
gathered from literature. searches and of the evaluation process, Notices pro-
‘other sources, is belng summarized in a.; viding an opportunity to participate in
'series of written Scientific Literature Re<" g hearing, for the presentation of such .
views by organizations .under contract oral views to the Select Committee, will
“with the Food and Drug Administration. be published in the FepErAL REGISTER
;Ifﬁ" Lrgeamfaﬁo%s p‘reparmg the Sdielﬁ- at the appropriate time. |

c rature Reviews are responsible Following completion of its eva.luation
for including & summary of ithe world (he Select Committee will prepare a re-
literature ' on safety. published since port to the Commissioner of Food and
January 1, 1920. Opportunity is provided, prugs containing its evaluation and rec-. -
-elsewhere In this issue.of the FEDERAL ommendations, with respect to the safety
RecisTeR, for any interested person t0 of the particular ingredient(s) covered
by a Sclentific Literature Review. Upon
acceptance of the report by the Food and
Drug Administration, it will be made
available to the public in accordance with
. the notice on this matter published else-
have now been completed and submit- where in this issue of the FEDERAL REGIS-
ted:to-the Food and Drug Administra- rer’ After evaluating this report, the
tion: ‘A list of those completed Reviews Commissioner will publish In the Fep-
appears elsewhere In this issue of the ggrar RecISTER, BN appropriaste proposal
FEDERAL RECISTER, (38 FR), and notice to (1) afirm GRAS status, (2) publish
is given of their publc avaﬂabﬂity a prior sanction, (3) establish an interim
: The 'Food- and Drug Administration food additive “regulation, (4) establish a
briefly examines each Scientific Litera- permanent food additive regulation, or
ture Review .before accepting it. This. (5) eliminate food use of the ingredient.
brief examination covers only the general These proposals will be issued pursuant
guality of the work, to make certain that to.the procedural provisions contained in
the major sclentific information is In- §§121.40, 121.41 published in the Fep-

formation on these food ingredients for
“ inclusion in Scientific Literature Re-
views now under preparation.

Several Bclentific -Literature Reviews -

REGISTER, VOL. 38, NO. 143-—THURSDAY, JULY 26, 1973

.




IRAL REGISTER of December é 1972 (37
FR 25705), and §121.2000 publ!shed in
the Fxnmn RroisTer of May 15, 1973
(38 FR 1
posing jewhere in thig isste of the
Frorrar Rxcrsrex, to  establish new
§§ 121.104 Substances added directly to

 human food affirmed as generalty recog-
nized as safe (GRAS), 121.105 Substances

in food contact surfaces affirmied as gen-
erally recognized as sale (GRAS), and
121.106 Substances prohibited from use
in food. Thus, each food ingredient will
be proposéd for inclusion in ope of these
.three new sections, in Subpart D (direct
human food additives), :in Subpart E
(prior sanctions), in Subpart ¥ (Indirect

human food additives), of in Subpart H

(Interim human food additives).
Following publication of any such pro—

posal, all interested persons.will have

an opportunity td submit written com-

ments on the proposal. Where good cause

is shown, the Commissioner meay order a
public hearing at which an oral presen-
tation of data, information, and views
‘may be made. The final regulation will

be final agency action from whk:h ap-

peal les to the courts.
The Commissioner urges the coopera-

tion of sll segments of the public in this-

important work.
Dated: J'uly 19, 1973.

e A M. ScHMIDT,
’ Commissioner of Food and Drugs.

[?R Doc.73~15221 Plled '7~25——'I3,8 45 am)

SELECT COMMITTEE ON GRAS
: SUBSTANCES ';; :

Requost for Nominahbns

‘The Food and Drug Administration is
conducting a study of direct human food
ingredients classified as generalty
nized as safe (GRAS) or subject
prior sanction:” The' available <inf
tion relating to the safety of each such

" ingredient is first be evaluated by a8

Belect Committee on Substances
selected by the Life Sciences “Research
Office of the Federation’ 0! American So
cieties for' Experimental’ Biology under
a contract with the Food and Drug Ad-
ministration.-"The Select Committee Is
considering information-on  GRAS sub-
stances provided by a series of Sclentific
Literature Reviews based prirharily upon

a literature survey of materiaf,l pubushed;
from 1920 to 1973, by current:production

and consumption patterns obtalned from
a recent survey by the National Academy
of Sciences, and by additional recent
toxicological screening tests on certain
of the substances. The Select Commit-
tee is presently comprised of the fol-
lowing individuals: -~
1. Dr. Bert N. Ladu, Jr.;

Dept. of Pharmacology, i

New Yorkx University Medical Center

New York University-School ol Medicine,

550 1st Ave.,

New York Unlverslty Medical Center,

7). The Commissioner is pro- ~

1Dr.tomn.m

K X 2100,

New Brumlwt&, RY 08908,

Dr. Aarin M. Adtachul, }

Dept. 62 Comnunity Memcnia & mm
tlonsl Byalth,

... Bchool 61 Medscine, S

Georgetown University,
3750 Resercolr Road, NW.,

. Wasn i DC: 20007,

. Dr. Joseph P. Borzellecs,

ﬁmfew <! Pharmecology,
edl ge of Virginia,

Hca.ltcl":l ngxbxecas Diviston, .

Virginia bommomnlth Un!verslty, oo

Richmond VA 23319, .

; ord A, Miller, | .
De ot N\xtri*ion and Food Scienoe.

Rm., Elss-q :

Massaihimptts Instituta of Teulmology

Cambildgr, MA 02189,

. Dr. Ralph! 3, K. 8iu,

Ur;iverkltfo! T’en‘nesseo Medical Units

. 628 St.,
Memy s, TN:38103,
8. Dr.QGe ! lezL Plaa,

.i..( Parmacology,
Umve(zlty of Montreal,
Facully of:Medicine, !
Cuse Postale 6128, ;

‘Montreal Y01, Que., Canada.

9. Dr. George W, Irving, Jr., Chalrm&n.
Research Assoclate,

1Afe Selenges Besearch Office, .
Federdtion ‘of. American Societies for Ex-
perimeéntal Blology,:

9650 Rockyllle Pike, :@ |

Bet:hcsd.& MD 20014,

The & culum vitaer of ea,ch member
of the Selett Committee is ayailable for
public review at the office: of the Hear-

STATUS OF REVIEW OF GRAS AND PRIOR.
“SANCTIONED DIRECT_ HUMAN  FOOD

. Nouee MAvallabetyo! xnfonmaau
~Food' -‘Jngmdzenta ‘that are kenemny
recognized ag safe (GRAS), or that were
sanctioned through action’ by the Food
- and Drug Administration or. the United
States Department of Agriculture prior
to enactment .of: ‘the - Food Additives
Amendment of 1958, may be utilized in
{ood without  first obtatnmg ‘spproval
through's food additive regulation. After-
enactment -of the ‘liw, the -Food and:
Drug Administration published 2 partial

' list of- GRAS and prior-sanctioned in-
-gredients 'in § 121.101, This'Nst was de- .

- veloped without a" thorough scien’dﬂc
review of each ingredient.
In his Consumer Meesaze of Octo-

" ber 30, 1969, President Nixon directed

the Becretary of. Bealth. ‘Education; ahd
‘Welfare to initiate a'full .feview of all
'GRAS ingredients. To  implement this

mandate; the Pood and Drug Adminis- .

_tratfon:contracted with the Pood Pro-

" tection: Committee, = of: ‘the * National
Acsdemy of 8clences to survey the entire:

food industry .to determine the national
production of all' GRAS ingredients and
. the amount of each such ingredient used
in any: particular food.- The ‘National
Academy of Sclences: report to the Food
and. Drug Administration ‘ncorporated
the results of independent surveys con-
ducted. by the United States Department
of Agriculture as part of its 1965 House-
hold- Food: Consumption: surveys ‘to.de-
termine the sizes of: food servings used
by consumers, and by the: Markef Re-
search Corporation of Ameries, to deter-
mine how frequently representative con-
sumers eat individual servings of foods in

ing Cletk, Food and Drng Administra- speciﬂc food catégories. The resultsof the
tion, Department of Health, Fducation, NAS Survey, describing mcorpomﬁon of

and Welfale, Room 6-88, 5600 Pishers USDA and MRCA data, is now avallable. -

{
I
FEDERAL REGISTER, vo:ili 38, NO

” '

Lane, Rocki file, MD 20852, :

The Lin Selences’ i Research Office
plans to We the:size of the Select
Committée working on' this project, Ac- -
cordingly, jotice is hereby provided-for
all interested parties ‘to nominate addi-
tional qualified sclentists to-serve on the
Select Conq nittee. Nominations are -in-
vited from 'individuals, and from con-
sumer, indy FCry. and proressional organi-
zations, an should be sent to:
Dr. C. JeL}z  carr, - f

Life Sciences Research Office, -

Federation of Amerman Socletles tor Ex-

. perimental Bmlogy ! .

- 8650 Rockville Pike, !
. Bethesdn, MD 20014. -

Nominations milst state that. the person
nominated’'i¥ aware of the nomination,
is !nberested in becoming involved in thig
effort, and: appears to:have no conflict
of interpgst. A completel curriculum vitse
must, be enclosed with wch nomination,

Da.ted July 19, 1973

I - A/M. Scmwmror, v
Commzsswner of Food and Drugs.

FR Doc.T8-15219 Fned 7-2543 8:45 am}

L C ‘
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The complete ‘Survey report. also con- ~

tains yarious tabular computerprint-
outs describing the use. of GRAS food
ingredients in NAS food cafegories and
the total exposure of GRAS food mgredi
ents in human 100ds.

The: Food and Driig. Administration
also contracted with the Franklin Insti-
tute Research Laboratories, The Ben-
jamin [ Franklin Parkway, Philadeiphia,

PA 19103, to, conduct- a search- of the B
. world literature since January 1, 1920

on the following 72 GRAS food ngredi-
ents that were dete;mined to be.a matter

© “of high, pridrity:’
* Aramonlated }

lycyrthisin :
Bodfum nitri

8Sodium niirate

Potassium nitrate

Potassfum nitrite

Saccharin (acid)

Calcium saccharin R

Ammonium saccharin

Oll of mustard N .

[

26, 1973

vf
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