T')’f N . P X he

: HETE
20036 SR T | nuLesl /AND Rscuwnons S |
. Title 21—Food and Drugs  to.the diet‘ot fhis nlted Btates con- Stnce wm‘taz 18"

. CHAPTER 1—FOOD AND DRUG ADMINIS- ;. furoer, it 15 toncluded that amino act
. TRATION, DEPARTMENT OF HEALTH, fortification should: be permitted for

‘ ) EDUCRT!ON AND WELFARE = only*" Q;O&:m conteining 8.8 Jeast 10
X , suB percent; o .8. Recommended ‘Dally.
» : _c“"”P TER 6—FOOD AND FOOD PRODUCTS Allowance (U.B. RDA) of protein, Which
. ART '121—FOOD ADDITIVES is 65 grams Der day for adults;§ 1.17(c) - :
Amino Acids in Food for Human 1y (i) (o> (21, CFR 1ATs ‘There 15 no L
Consumption | . merit in ‘the contention that a level of J

5 percent should. be adopted merely on two” o

Com’gm"s or Barx %5’ ot LF‘I*":" AND  the bals that such a nutrient'level was ~ acids may: be needed in eombmat!an to

‘ ELETION FROM' GRAS LisT proposed for the cutoff point above which attain/the 0125 increase. One comment . -
) A proposal was publ!.shdd in the nutrition labeling could be used since ‘t:would be prefershle to
FEDERAL - REGISTER of April 6, 1972 (37 that level related to significance on &  me val“ue ‘of - any addition’ of
FR, 6938) to establish the cox;ditions for. serving basis only and not to the. dafly .

safe use for amino acids used to improve intake. The : nutrition labeling regula-- {

the protein value of food, and to delete tlons require a level of 10 percent of th PER 61 :thé naturally occiurring intact
amino acids for nutritive purposes in the U.S. RDA "tér any claim of nutritional- amount. statistically slg~
human ‘- diet from the GRAS lst, . significang &or riority, § 1.17(e) (V). .

§ 121.101(d) (5) (21 CFR 121.101). 2. 'I‘WO ‘ommeénts requested. clarifi- . L
Uncontrolled uses of amino acids in cation of/ e term “intact protein” as : ‘recor

the fortification of certain foods may re- Uused in 1’5 Mproposal. Another suggested - to prevent random: addition of amino

stdt in risk to the public health from ex- modi X to permit supplement.ation " acids to:106d. He also recognizes the fact

cessive intakes of free amino acids. of pa jtwdrolyzed protein, - that. insome protein sources, there may

Studies on experimental animals have ‘The cgmmissloner concludes ‘that re-
shown that excessive. intakel of amino vision. of!the wording to limit ‘the ad- -
acids and amino acid 1mbalance can in- ditfon of amino aclds to. “"foods contain= . :
.clude growth retardation and!degenera- ing primdrily-intact naturally occurring ingty. ‘the* COmmiss(onet has concluded .
tion of certain organs which aan lead to protein” will clarify this provision..This to retaifi the reqmremznt that a signifi- )
the animals’ early death. Onitbe other language isiadopted to eliminate the mctee.se ‘PER be reached if any
hand, properly controlled additions of - possibillty of adding ‘amino acids to
the. amino acid(s) to appropriate. pro- foods containing no protein but’to per-"
tein-containing foods can benefit the mit the fortification of foods where some

- consumer by improving t.he; biological of the 01'181113-1 protein may have been ’

i _quality of the proteins. hydrolyzed. i l&ser number of amino acids cannot pro-

Ll Thirty-nine comments werp received 3. A number of objections were made - ducéthe: Tequired increase, A statistically

* on {he proposal. Twenty-eight,comments, . to the requirement that the protein e ;algniﬂcant ‘increase in:the PER, which

i . ‘were from manufacturers or a.s_soeiations/ ciency ratic (PER) of the food to ‘will “provide “a. nutritionally signmcant

- . " of manufacturers that either produce supplemented must be lesg than 2.5, 1. zimprovemenﬁ in the protein, should be

o amino acids or foods in which amino less than 100 percent .of the adj ‘required: rather than a single numerieal

acids are uséd, or both. Nine comments PER of casdin, and to the requirement - value since there may be situations when

were - from professional sciéntists in that the PER of ‘an amino acid supple- an increase of 0.25 PER by adding a

health and allied fields associated with mented food in ity finished form must -limiting amino aeid(s). may not be sta- ‘

governmental ‘or non-profit {organiza- - be 2.5 or more. Other comments stated - tistically: sigmncant ‘at & (P) value of .

tions, mstitutions and assogiations One that such restrictions would prevent the less: ‘than .05, A significant increase in

comment.'was recelved from & .medical addition of amino aclds to improve foods the: PER wm aid in producing a signifi--

group and one was received from a public . containing good quality protein, even cant; soutce of protein contribution to the

interest group. &I};ugh a PER of %:3550 could not be {eaclied. «diet

The principal comments raised and the ese comments pointed out that in
Commissioners’ cénclusions thereon are§,placing the ‘'minimum for improvement A”'QU‘“:YO m%on ror M‘WG

p—

as follows:! . i oithe ﬁnis.heii food so high, undue em- - Bo i ts tioned th
. . .} phasis was placed on meat, milk, and me comments question e use
AR O e LIMITATIONS” | eggs as the preferred protein sources in Of casein as the reference standard and
®"USE OF AMINO ACIDS: . the ‘diet. Arguments were also advanced -théiuse of the PER test for protein
1. A number of comments discussed - that, since cereal grains are s common _-eval 'tlon. ‘One comment asked for
the requirement that the finished food and good protein source-in many diets, ~clar1ﬂca.tlon “that the twt is run
to which the amino acids dre, added particulark)in other countries, supple-
should furnish at least 6.5 gra of in- mentation ‘;t such foods should be pro- 'rhguge of/ca.sein as a reference stand-
tact protein per day. Many otg?:cted to vided for t ! permitting fortification to a 'fa.rd in""determining. the PER of protein -
. this on the basis that there are a num~ minimum: ER of 2.8: (80 percent of & gecordance. with: the method de- .
ber of foods to which the addition of caseln). . scribed in ' gections. 39.166-39.170, “Of-
Amino acids will produce some benefit, -~ The Con :nissloner has conc!uded that cial‘Methods of. Analysis .of the Associa-
but which supply less than 6.5 grams of there is n ,reason to permit amino acld tionof Official Analytlaal Chemists,” 11th
intact protein per day. Some comments supplementation unless it will. provide Edjtion;”ls’m- Tbe ‘method requires that '
stated that since the nutrition labeling for'a significant improvement in the pro- “run’isonitrogenously. A uni- .
proposal published in the . Feperal tein quality, Exceptions to the PER limi- 'Iorm supply of casein can be obtained,
ReGISTER on March 30, 1972 (37 FR tation of 100 percent of casein will be whereas & Ainiform source of other puri-
6493) considered a level of 5 mercent of considered separately on a case by case’- ~fled: proteinsi’such as lactalbumin and
.the U.S. Recommended Daily Allowance basis upon receipt of a petition therefor,. gg I8 not :-readily available. ‘ B
(3.25 grams) to provide a s}gnmcant providing that the minimum level re- Ca.semhasana.cceptable essential amino L.
contripution of nutrients'for inutrition quested is not less tha.n 80 percent of acid pattern.The Umitations of the PER:
labelng purposes, this lower  figure caseln. test. are:recognized, but. at this time it
.should apply to this regulation as well. It is also concluded that there is no
The Commissioner recognizes that the resson to restrict fortification of. a food
proper addition of amino acids to a food already containing an original PER of
v may improve the nutritiona] quality 2.5 or more, if such fortification will pro-: i
* thereof.’In order that the fortification vide a significant incréase ((P) value of- Becuu.min Pnnknn Station Washing-
of foods be truly significant in relation less than 005) in the original PER. ‘ton, D..C. 20044 .0
- ; e
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‘mcnted!oodswmbeumdbychﬂm
- and ‘it - is ‘therefore ! appropriate  to use:

an assay.which employs a growing sni-

. mal-as the test subject: Acoordingly, the

Commissioner concludes that the method

"'rpmvidedi.sanaproprmtaoneatthis
.»tlmc

Lnun'rmx OF mx Amo Acm AnanN
© -t FOR anmvn Use ON!.Y

A number df manuxactm‘ers took 1ssue

‘wmx Umiting thé use of amino sacids

for nutritive purposes on -the basis that

“use af amino acids’ for other purposes

would no longer, be permitted.

Noacuon!sbe{nzts.ken at this time
“to remove Ifrom. GRAS classification
- other amino aclds or their derivatives

that have other than nutritive uses. Sec-
tion 121.101(d) (5) has provided’ author-

" ity.only for using the ingreédients’listed

|
. Lnnunox or Accxrwu I.souzns ro

thereunder as nutriénts and not for other
uses. If amino deids are used for techno-

logical uses not covered in the published -

Gmsnstorinotbermulatsomltis

“possible to. request concurrence there-

for by submission’of s petition to.the

Food and Drug'Administration for GRAS :

affirmation purstw.nt to-§ 12140, i

C L mL—FonxorAmoAcms

“There ' were contvrast!ng views - ex-
pressed on the use of ‘the various 1so-
mevric forms (the natural L-form or the
commercially avaflable mixtures of DL~
forms) of amino acids. Some. felt that
more consideration ghould be given to
whether only IL-isomers are acceptable,
oftering references %o certain scientific
studies purporting to show some use-
fulness of  the DL-torm Others sug-
gested that only L-isomers should be
used until further studies are carried

--out on the effect of! t.he DL-isomers on

. man, _

. Becausé of the abstantial lack ot in-
formation on the biological effectiveness
and safety of the. 'DI-isomers, the Com- -

" missioner concludes

that the acceptahle

. forms of the amino acids: should be re-

stricted to the IL-form except for DL-
methionine and for: glycine. There is
appreciably more understanding of: the

‘safety of DL~methionine added to foods

than there 13 {or the DL-forms of the
other amino acids. DL-methionine has
heen investigated and found to be ac-
ceptable aslong as it 15 not used in infant

-food. D-methionine ingestion by infants -

may lead to 8 methioninuria that may
hinder the proper diagnosis of a dis-
ease condition. Although  adults’ and
children also exhibit imethioninuria fol-
lowing D-methionine mgestion the diag-

nostic significance -of the' amino acid -

in the urine is of much less relative im-

- portance. Glycine does not occur in an
) optically active Iormu

-

Petitions may be submltbed to esta.b-
lish the safety and nutritional valne of
commercially available mixtures of DI~
forms when the required supporting data
become avaﬂable.

.

: omcla! method for reculntory purpom
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Accxnmn.n-r or Am)moxu Forms or
AMDI0 ACIps-

Auumbmv of cpmments pointed out the
safety and usefulness of the sodium.and
potassium salts and acetate and sulfate
forms of ‘the amino acids and L-aspara-
gine and L~glutamine.

The Commissioner concludes that ex-
cept for-the acetate and sulfate forms,

.these are appropriate and are included

in the final order. The acetate and sul-
fate forms have no history-of safe use
and meay not be used prior to promulga-
tion-of a'food additive regulation. :

Usk or AMINO ACIDS TN FORMULATIONS OF
SrecialL Foons For NUTRITIONAL UsSe 1IN
MEepical. CONDITIONS

Several comments raised the question
whether the regulation should cover
amino acids used in special foods for con-
trolled diets.

Such foods are intended for use solely
under medical supervision to meet nu-
tritional requirements in specific medical
conditions. The quality and usefulness of

these products must be.determined on an *
. individual product basis because of spe-
- cial nutritional needs dictated by the

pathophysiologic conditions of a partic-

ular patient.. The amino acids used in-
. such products must be safe and of food
* grade, but it is inappropriate that the
 limitations relating to the amino acid
“fortification of protein in regular diets

apply to them. Accordingly, the Commis-
sioner exempts these foods for special
dietary use from certain provisions of the
regulation set forth below. Such foods
shall be subject to all of the applicable
requirements of 21 cmpm 125,

ANMTNO ACTD CONTERT OF Ecc PROTEIN AS
) Basts For MAxnttrx Use LeveLs

. Some comments cleimed that the up-
per 1mit of amino acid addition should
be based only upon the amount demon-.
strated  to .achieve the maximum PER
value for & food protein.

The Commissioner concludes that it
is in the best interest of the consumer

‘to permit and encourage rational ford=

fication of foods with amino acids by
limiting permissible supplementation to

a safe level. A standard protein with es-.

tablished safety was needed to establish
such limits, preferably one with high
biological quality, Xgg proteln has the
highest biological quality of any nat-
urally occurring protein. It is generally
agreed that the relative amino acld com-
position. of egg is an ideal pattern for
nutritional value and the proportion of
individual essential amino acids to total

‘proteln content is generally the highest -

of most protein-eonta.ining foods in com-
mon use,

JLLEGALITY OF THE Pxoposxn REGULA'I‘ION

A public interest group alleged that the
proposed regulation is illegal on - the
ground that it does not comply with sec-
tion 409 of the act.

The Commissioner concludes that pro-
mulgation of this regulation is in accord
with his broad general responsibility for
protection of the public health, and is
specifically in accord with section 409 of

20037

the act and § 121,41 of the food addstive
regulations. This regulation is isstied on
the Commisgsioner’s initiative pursuant to
section 409(d) of the act. The Commis-
sioner has concluded, on the basis of all
of; the sclentific lterature 'and other
avallable information, that the amino
acids have been'shown by ail apprépriate
methods to be safe under the conditions’ ~
of use established in this regulation.

USE OF AMINO Acms YOR ANIMALS

Two firms ralsed questions abmrt the
status of amino acids used In animal feed
{f the proposed deletion from the GRAS
list were accomplished.

Recognizing that amino acids are used
in animal feeds and considering that the
action taken herein is concerned with
uses of amino acids in human .foed, the
Commissioner concludes that the pres-
ently listed amino acids may remain on
the existing GRAS lst for animal feed
until such time as a separate GRAS list
for animal food ingredients is issued.

VARIATIONS IN, AsSAY RESULTS.

One comment suggested that & 10 per-
‘cent excess over the allowable maximum
amounts -'of  individual amino acids
should be permitted because of the vari-
ability in the. assay methods available.

The Commissioner has considered the
suggestion carefully and has concluded
that there is no merit In providing for a
10 percent overage in the regulation. Any
enforcement action that might be taken
based on the maximum amountsof amino
acids present would of necessity:consider
the variability of the method by which

_ the amounts were determined. -

LISTING OF ESSENTIAL AND NON-ESSENTIAL
AMINO ACIDS

Several comments questioned the list-‘
ing -of nonessential amino acids with
essential amino aclds since the non-
essential amino acids are usually, thought
not- to 1mprove the protein eﬂiciency
ratio. -

The Commissioner recognizes' tbat the
addition of nonessential amino; acids is
unlikely to alter the PER. However, the
total intake of nop-spectfic nitrogen
found in nonessential amino acids not
only may have a spafing effect and thus
influence the requirements of the es-
sential amino acids, but also may provide
propertles important for foods used
solely under medical supervision to meet

. nutritional requirements in specific medi-

cal conditions. Accordingly, the Commis-
sioner concludes that it is inappropriate
to separate the two classes of amino acids
within the context of the regulation.

SPECIFICATIONS FOR AMING Acms

Comments were recelved tha.t‘ certain
amino acid specifications in both the
Food Chemicals Codex and in NAS-NRC
Publication No, 1344, referenced xn the
proposal are inappropriate. |

Specifications in the latest editlon of
the Food Chemicals Codex are regarded
by the Comimissioner as the food grade
specifications for food additives unless
specifically stated to be otherwise {n any
glven food additive regulation. Com-

_ments regarding a need for chabges or
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‘ tncluded in the Codex.' .

. Proline (L- and DL-forms)...
" Serine (L-und DLrtorms). ... ..

RIS

bé adressed to the. Codex. Shec
retained for the Your amino dcids not yet,

1 GENERAL

One scientist opposed the: entire con-
cept of amino =acid !ort.lﬂce.tion and
sthited that improvement 'of protein
qusality: by fortification with! free amino

.acids may create an imbalanted diet and

undesirable effects on human physiology.
The new regulation is. designed to pre-
vent such s situation by Lmiting the

-amounts, isomers, and combinations per-

mitted, based upon the sclentfic evidence
and the considered judgmex;t; of :nutri-
tional: sclentists.

The . public interest, g'roup requested
that the dathd necessary to demonstrate
compliance with paragraphi(d) of the’
regulation should be submilted to~’the
Food and Drug. Administration so that
the pubuc would be.able to re,vlew it. The

.
i

mclusion.s in thase spedﬁcwons should

Commlas!oper conclides that, Tke other
ntrol

ifications qualitty !
. In NAS-NRC Publication No. 1344 are ¥

and ; 4
impractical

Administrdation,

Theretofe, ipu uant 'oo the provisions
of the Fedéral Food, Drug, and Cosmetic-
Act (secs, 201(8)”‘(09 701(&) 62 Stat,.

1055, 72 Stat. 1'185—-1’788" 21 ‘U8Ci

321¢s), 348, 371(a)) and under: the au- -

t.hority delegﬁted -to - the  Commissioner

(21 CFR:2! 120}, Part 12118, amended as .

follows: P
§ 121.101 ¢ R lmcndcd]
1 Insubfpass,gnrph (5> of § 121, 101(d)

pla.nat?ons" ,oolumn’ by adding the text

“Food a.ddmv | regulation § 121,1002” for -

the rollowing:amj:no acid.v -

' '

r

Product ;

Tolerance R ”‘

Limitations, restrictions
- orexplanations

n

Y o .
I5) NUTRIENTS A‘(‘D]OR DIETARY
BUPPLEMENTS !

Alanine (- and DL—(orms)-

‘,7.' ! e,
r.

Arginise (L- sud_ DIAorms)_- B -

!-‘oo‘d addjtlve regulation § 121.1002.

Aspsstic a21d (L- snd DL~forms)

Cysteine (L-forms) .. ... ceeecviomanns
Cystine (L~ and DL—(onns)_-..

Histidine (L~ wd DL—forma) ...........
Isoi:ucme (L~ and D1-forms)..

* e
Food addlt!vs mgulauon §121. 1002.
J‘ood addmve regulation § 121.1

i o eewe

F¥ood addmve rqmlatlon § 121.1002
Food addjdve regulatlon § 1211002,

Leadne (L- a.nd D!Aormx) .......... ;.

Lysme (- and I)Xrlorms)
I’ben} lalanine® (I:—_&l}d ,DL-lorxm)

Thmonlne - und DL—forms)

Try; p{op'une (L- an, DIAonm) ....... L

Tesw

Food deitlve regulatlon § 121.1002.
Food add!tive regulauon §121.1002.-
Food addltiw regu.\aﬁon& 1211002
Food add.(!.lve mgu!atlou § 121.1002.
Food addmvo mmlat!on § 1211002,

'I‘yuosme {L- and D L-{orms) e -

Valine (L~ snd DL—formS).._.

I8 ngood sddmvo mmlation § 1211002
Do : :

! A-nlno aclds fisted may be free, hyd.récmor!de salt, hydrated, or nnhydmu !crm, where nppllcablé
. {

o .
2. By adding a new se¢tion to Sub-
part D, toread as follows:: |

§ 121.1002 *Amino acld& cod

i
The food additive aming acids may be
safely used as nutrients added to foods
in ' accordance with .the ; following
conditions:’ ! .
(a) The food additive consists of one
or more of the following ‘individual
amino acids in the free, hydrated or
anhydrous form or as the hydrochloride,
sodium or potassium salts: i
L-Alanine ;
L-Arginine !

- L-Asparagine

L~Aspartic acid
L-Cysteine
L-Cystine
L-Glutamic acld
L-Glutamine
Glycine

.

L~Valine

IR ¢ l
b

L-Histiding | Q .
L-Isoleucine z,r
L-Leucine = . ,.
L-Lysine .. }
DL-Methioninh {not for infamt Ioods)
T~-Methlonine!
L-Phehylalant e
L-Proline i :
L-Sertne ! i
L-Threonine .:
I-Tryptophean : !
L-Tyrosine ;. .t. .

@

i s

(b) The food additlve meets the fol-
lowing specifications:

(1) ‘As féund in “Food Chemicals

Codex,” National Academy of Sclences-

National Research Council (NAS-NRC),
2nd Edition ,(1!;72)' for the following:
. U l

2 Coples may be obtalned from: National
Academy of Bclences 2101 Oonxtlr.uuon Ave-
nue. N.w. Wa.shingbon, D.C. ?0037 '

; 4

|
}(

A

'

- food manufasturer using aming ‘actds to. .
submit stuch data to- the Food and Drug ’

L-Lysine uonohydmcmormc
Monopotusium L—gluw-mata :
L~Tyrosine: s
L-Valine )

(2) ‘As. foxmd in "8pec1ncatiom and

". Criteria for. Blochemical ‘Compounds,”
in the, “Lifnitations, restrictions or ex-’

NAS-NRC : Publice.tion, 3rd Edlt!on

. (e).'The. additive(s) s used or m-
tended for. use to.

«  considered & s!gn!ﬂoant dietary m'otein‘
- source, provided that:

(1) A rea.sonab dally adult: mtake ot
the ﬁnished ‘100dfurnishes atleast 6.5
‘grams of [naturally. occurring  primarily
Intact. protem {based upon 10 percent of

‘the daily- allowance for .the “réfererice”

adult malé recommended by the National

. Academy of Sciences in “Recommended -
. Dietary. Allowances,”. NAS Publication
. No. 1694; Tth Edition (1968)) L .

. (2) The additive(s) -resultsiin a pro-

‘ tein efficiéncy. mﬂo (PER). of proteid in.

‘the finished. ready-to-eat food equiva-

.lent to casein as determined’ by . the

method, specified in paragraph (d) of
this section. '
" (3) Each amino acid (or combination

‘of‘ the  minimum - nignber necessary: to

achieve & ‘statistically significant ‘in-

crease). added results ina. statistically

significant increase {n the PER as deter-
mined by the method' described. in para-
graph (d). of this section.  The minimtm
amount of the amino acid (s) to achieve
the desired ‘effect must be used and the
increase in PER over:the primarily-in-
tact naturally occurring protein in-the
food must- be substantiated-as a statis-
tically significant difference with at least
a probability (P) value of less than 0.05.

(4) The amourit of the additive added
for nutritive purposés: plus the amount.
naturally: present. in free and.combined
(as protein) - form does not exceed the
following levels of amino acids expressed

a8 percent by weight of the total proteln -

of the nnished food:

s Copies may be obtalnod !rom Natiomu

. ‘Academy of Sclences, 2101 Oonsututlon Ave-
' nue, N.W,, Washington, D.{J. 20087,

¢ National Academy of Bolences, 2101 COn-
stitution Avenue, N.W.| Washington, D.Q
20087. ‘ -
I

v
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Percent by
x> soetght'of
total protein
% S a2

. =1 free amino

: - “acid)
_ L—AJa.n.ino <1 6.1
JI~Arginine AN
L—Aspe.rtxc acid (mcluding L-aspm-, .
gine) w70
I-Cystine (includ! L-cymm)-__-- 2.8

- 1~Glatamic acld ( udmg L-g!uta-‘

(;ﬂmln‘) 12, 4
ycine . . 8.5
LSHistidine 2.4
" L~Isoleticine o - - 6.8
L-Leucine s ... 8.8
I~Lysine ) . 6.4
I~ and. DL-Methlon&no;-: 8.1
L—Phenyh.lanina e 5.8
L~Proline ° ~ - &2
" Le~Berine-. ;8.4
. L~-Threonins .- . 5.0
L-Pryptophan .0 01.8

. I~Tyrosine . 4.8
L-Vaune P RS 7.4

@ Ccmpliance with ‘the umitatlom
concerning - PER-tinder  paragraph - (¢)
-of .this section shall be. determined by
the method deseribed in sections 39.166-
'88.170, ‘Official Methods: of Analysis of
the Association: of:'Official Analytical
Chemists,” 11th Edition, (1970).* Each
manufacturer or person- employing ‘the

‘additive(s) amder the provisions of this:
-section shall keep-and maintain through- .

-out the period of hisuse of the eddi-
tive(s) end for a minimum of 3-years

thereafter, records of -the tests-required.

by tbis pémgrgph a.ud other records re-
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| quired to assfire efféctiveness and com-
- pliance “with  this regulation and shall
‘maks ‘such ‘records avallable. upon re-

quest’ at" all reasonable ‘hours by any
officer or einployee of the Food and Drug
Administration, or any other. officer or

. employee acting on behalf of the Secre-
‘tary of 'Health, Education, and Welfare
'and shall permit such officer of employee
‘to conduct such inventories of raw and

finished msterials on hand as he deems
necessary and otherwise to check the

_correctness of such -records.

3 (e).'To assure safe use of the additive,-
the Jabel and labeling of the. additive

.and. any premix thereof shall bear, in

additdon to the other information re-

. quired:by the act, the following:

*. (1)’ ‘The name of the ‘amino acid(s)

contained therein including the specmc .

optical and chemical form.
(2)- The amounts of "each amino acid

'lcontained in any mixture.

(3),. Adequate directions for use to
provlde 2 finished food meeting the limi-
tations prescribed by pamgraph (¢) of
this ‘section. -

(f) The food additive amino acids
added ds nutrients to special dletary

‘foods that are intended for use solely

under ‘medical supervision to meet nu-

Atritional requirements in specific medical
.conditions and comply with the require-

ments of Part 125 of this chapter are
exempt Irom the limitatlons in ‘para-
graphs. (¢) and (d) -of. this section and
may be used in such foods at levels not
to exceed good manufacturing nr%cdc%.
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Any person, who will be adversely -3 8
fected by the foregoing order may at
any time on or before August 27, 1973, .
file with the |Hearing Clerk, Food and
Drug Admingstration, Rm. 6-88, 5600
Fishers Lane, Rockville, MD 20852,
written objections thereto. Objections
shall show whereln the person filing will
be adversely affected by the order, spec-
Uy with particularity the provislons of
the order deemed objectionable, and
state the grounds for the objections. If a
hearing is requegted, the objectiond shall
state the issues for the hearing, shall be =
supported by grounds factually and
legally sufficient .to justily the relief
sought, and shall Include a detailed de-
scription andianalysis of the factual in-
formation Intended to be presénted in.
support of the objections in the event
that & hearing 1s held. Objections may
be accompanied by a memorandum or
brief In support thereof. Six copies of:
all' documents shall be  filed. Received
objections may be'seen in the above office
during working hours, Mornday through
Friday.

Eﬂective date. Compliance w!th this.
order may begin immediately. This order
shall be effective on January 23, 1974.
(Secs. 201(s), 409 701(a), B2 Stat. 1065, 72
Stat. 1785—1788 21 UB.C 321(3) 348, 371
(a)). : .

Dated July 19, 1973

: A. M. ScuminT,
Commissioner of Food and Drugs.
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