plioate, shall be filed within the 48 hours
with the district divector at the Customs
port of entry nearest the US, port of
destination,

(H Within 60 days after the date of
mailing or personal delvery to a with-
drawer of two copies of the consolidated
report of all withdrawals under a given
warehouse entry, the withdrawer shall
slgn the Certificate of Use on one copy
of the report, return it to the district
director together with a satisfactory
documented reconciliation of all discrep-
ancles, and file & duty-pald withdrawal
for any of the fuel not properly ac-
counted for. The other copy of the con-
solidated report shall be retained by the
withdrawer. A Customs Form 7309 13 not
required with a duty-pald withdrawal,
Customs Form 7505, filed In connection
with the reconciliation. Ofl import li-
censes shall be charged when appro-
priate. .

(g) The certificate of use shall read as
follows:

I hereby certify that the fuel indicated
above, with the exceptions as noted, (1) was
laden for use as supplies for alrcraft oper-
ated by the United Btates, or (2) was laden
aboard an alreraft registered in the Unitad
Btates and, as reported to us by the respec-
tive airline, actually angeged in foreign trade
or frade between the United Etates and any
of {ts posseseions, or (3) was laden for use
a8 supplies for an alreraft registered in any
foreign country where trade by foreign airs
craft 18 permitted, entitled to the reciprocal
privileges as provided in section 809(d) of
the Tariff Act of 1930, as amended (19 TB.0,
1308(d) ), snd, a8 reported to us by the res
spective airlines, actually engaged in foreign
trade or trade between the United States and
any of its posesessions, or (4) was laden
eboard forelgn inllitary alreraft in accord-
anoce with item §41.20 ot the Teariff Schedules
of the United States (19 U.8.0, 1303), on the
basis of reciprocity.

(h) The district director, upon written
application, may extend the 60-day pe-
riod for the flling of the documents and
any deposit of duties required under par-
agraph (f) of this section, if the dis-
trict director is satisfled that the with-
drawer has been or will be prevented by
circumstances beyond his contro]l from
flling the documents and depositing the
duties within the 60-day perlod.

() For purposes of this section, a
UB.-registered aircraft chartered and
operated by a foreign airline shall be
deemed to be a forelgn-registered afre
craft. The country of registry (flag) of
the aircraft shown on the Bonded Fuel
Control Card, Customs Form 7309, shall
be the country code of the forefgn
alrline.

(8ec, 309, 48 8tat. 600, as amendad; 19 U.8.0.

1300); R.8. 261, as amended, sec, 309, 46 Btat.

:gg.‘ sec, 624, 48 Btat. 769; 10 U.S.C, 66, 1309,
+)

[FR D0c.73-9600 Plled 5-14-73;8:45 am]

RULES AND REGULATIONS

\ Title 21—Food and Drugs

CHAPTER I—-FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT F HEALTH,
EDUCATION, AND WELFARE

SUBCHAPTER B--£00D AND FOOD PRODUETS

PART 121—FOCD ADDITIVES

Subpart E—Prior-Sanctioned Food
Ingredients

A proposal was published in the Fep-
ERAL RxeIsTER of August 12, 1872 (37 FR
16407) to provide for regulation of prior-
sanctioned ingredlents by revising the
title of subpart E of the food additive
regulations and establishing general pro-
visions applicable to prior-sanctioned in-
gredients. ‘

Four comments were received in re-
sponse to this proposal. All four com-
ments were primarily concerned with the
legality of regulating prior-sanctioned
food ingredients and with providing pro-
cedural safeguards within the proposed
regulation, Specific comments were that
ths exemption from food additive status
of prior-sanciioned ingredients set forth
in the Federsl Food, Drug, and Cosmetic
Act section 201(s) (4) cannot be changed
as set forth in the proposal; that absence
from listing under subpart E of 21 CFR
part 121 cannot affect the prior-sance
tioned status of food ingredients; that
food packaging materials employing
prior-sanctioned ingredients cannot be
considered food under section 402(a) (1)
of the act; and that procedural safe-
guards permitting opportunity to submit
additional evidence of safety of prior-
sanctioned ingredients before a proposal
to change its status, and & 60-day com-
ment perlod and opportunity for public
hearing, should he included in the reg-
ulation for any proposed or final regula-
tions generated from review of prior-
sanctioned ingredients.

Having evaluated the comments and
other relevant information, the Commis-
sioner concludes aa follows:

1. There iz no merit to the argument
that prior-sanctioned food ingredients
are exempt from safety evaluation under
the adulteration provisions of the act.
such ingredients are polsonous or del-
defilnition of “food additive” under sec-
tion 201(s)(4) of the act but are sub-
ject to all the requirements of section
403, Subpart E, as promulgated by this
order, will incorporate the Commission-
er's determinations with respect to the
safety of prior-sanctioned ingredients in
accordance with section 402 of the act.

2. 8ectlon 701(a) of the act 1s sufMcient
legal authority to permit promulgation of
regulations determining the safety of
prior-sanctioned direct and indirect food
ingredients, including a finding that any
such ingredients are polsonous or del-
eterious adulterants of food. Prior-
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sanctioned Ingredients used in food pack-
aging which are in contact with food, and
consequently may become an indirect
adulterant of food, are not excluded from
regulation under section 402 of the act.

3. Expansion of subpart E under part
121 i5 intended to provide a listing of all
known prior-sanctioned food ingredients.
Whether a food ingredient is used ag a
result of a determination that it 18 GRAS,
or pursuant to a food additive regulation,
or as a result of a prior ganction, the
basis for such use should be a matter of
public record, Accordingly, the Food and
Drug Administration will publish in this
subpart all known prior-sanctioned di-
rect and indirect food ingredients and
any subsequent limitations placed upon
the use of the ingredient when scientific
data justifies such limitations, It 13 ac-
knowledged that not all known prior-
sanctions are presently listed in this sub~
part. This will be remedied by publica-
tion of the prior-sanction atatus of those
ingredients supplied in response to the
Food and Drug Administration's request
for information on prior sanctions (35
FR 5810) and as requests for affirmation
of the safety of prior-sanctioned ingredi-
ents are acted upon. .

4. The respondents requesting pro-
cedural safeguards to permit submission
of additional evidence of safety prior to
any Food and Drug Administration pro-
posal to place limitations on the use of a
prior-sanctloned ingredient, s not feasi-
ble. The Food and Drug Administration
does not have a file of all users of prior-
sanctioned ingredients. It is suggested
that anyone who has significant safety
information on a prior-sanctioned in-
gredient submit such evidence to the
Food and Drug Administration now, or
as it becomes available to them, or as they
request affirmation of the safety of the
prior-sanctioned ingredients. Publicstion
of a proposal to place limitations on the
use of a prior-sanctioned ingredient will,
In any event, provide for submission of
such information.

The request for other procedural safe-
guards, including statements that inter-
ested persons may comment within 60
days upon publication of any proposal to
change the regulatory status of a prior-
sanctioned iIngredient and adversely
affected persons may have a right to re-
quest & hearing on any consequent final
order, are governed by the provisions of
the act anid the Administrative Procedure
Act. The Commissioner is presently con-
sidering a revision of all Food and Drug
Administration procedural regulations,
which will deal with these matters with
respect to all regulations issued under
section 701(a) of the act.

Therefore, pursuant to provisions of
the Federal Food, Drug, and Cosmetic
Act (secs, 201(s), 408, 701(a), 52 Stat.
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1055 and 72 8tat. 1784-88, a8 amended;
21 U.B.C. 321(s); 348, 371(a)) and under
suthority delegated to the C

ommissioner
. ¢21 CFR 2.120), subpart E of part 121 is

smended as follows:

1. The title of subpart E is revised to
rend, “Subpart E-—Prior-Senctioned
Food Ingredients.”

2. Sectlon 121.2001 is redesignated as
§ 121.2008 and a new § 121.2000 is added
to read aa follows:

§ 121.2000 Genernl.

(a) An ingredient whose use in food or
food packaging is subject to a prior sanc-
tlon or approval within the meaning of
section 201(s) (4) of the act is exempt
from classification as a food additive,
The Commissioner will publish in this
subpart all known prior sanctions. Any
interested person may submit to the
Commissioner a request for publication
of & prior sanction, supported by evi-
dence to show that it falla within section
201(a) (4) of the act.

" (b)Y Based upon scientific data or in-
formation that shows that use of a prior-
sanctioned food ingredient may be in-
jurious to health, and thus in violation
of section 402 of the act, the Commis-
sioner will establish or amend an appli-
cable prior sanction regulation to impose
whatever Umitations or conditions are
necessary for the safe use of the ingredi-
ent, or to prohibit use of the ingredient,

Effecitve date—This regulation shall

hecome effective June 14, 1973,

(Secs, 201(s), 409, 701(a), 63 Stat. 1065 and
72 Stat. 1'7T84-1788, as amended; 2! U.8.C.
a31(s), 348, 3T1(a).)

Dated May 10, 1973.

S5am D, FINE,
Associate Commisgioner
Jor Compliance.

[FR Doc.T3-08621 Filed 5-14-T3:8: 48 am ]

\|  PART 121—FOOD ADDITIVES

Subpart F—Food Additives Resulting From
Contact With Containers or Equipment
and Food Additives Otherwisa Affecting

RESINOUS AND POLYMERIC COATINGS
The Commissioner of Food and Drugs,
having evaluated data in a petition (FAP
282812) filed by PPG Industries, Inc.,
P.O. Box 312, Delaware, Ohlo 43015, and
other relevant material, cancludes that
the food additive regulations should be

amended as set forth below to provide -

for the additionsl safe use of the butyl
acrylate - styrene - methacrylic acid-hy-
droxyethyl methacrylate copolymers
specified in the regulations as a repair
surface for coatings intended to contact
food. _
Therefore, pursuant to provisions of

RULES AND REGULATIONS

the Federal Food, Drug, and Cosmetic
Act (sec., 408(e) (1), 72 8tat. 1788; 21
U.8.C. 348(c) (1)) and under authority
delegated to the Commissioner (21 CFR
2.30), part 121 (21 CFR part 121) as
amended fn § 121.2514 in paragraph (b)
(3) (xx) by revising the item beginning
“Butyl acrylate - styrene - methacrylic
acld-hydroxyethyl methacrylate copoly-
mers * * *" to read as follows:

§ 121.2514 Resinous and polymerie coat.

ings.
- [ ] » ] L]
(D) * * »
(3y ¢ = ¢«
(xx) & »»*
L] L] L - L
Butyl acrylate-styrene-methacrylic acld-
hydraxyethyl te copolymers con-

taining no more than 20 weight percent of
total polymer units derived from meth-
acrylie acid and contalning no more than
T weight percent of total palymer units
derived from hydroxyethy! methacrylate;
for use only in coatings or surface repatr

ooatings that are applied by electrodepo-

sition to matal substrates ss fallows:

1. In coatings that are intended for con-
tact with food contalning no meore than 8
percent alcohol under conditions of usza
?&,E'F or G described In table 2 of § 121.25814

3. In surfsce repsir coatings, provided that
the repaired surface area in contact with
Iood does not exceed I percent of the sur-
Ince area of the container pwrt being re-
paired.

L L] L4 L L]

Any person who will be adversely af-
fected by the foregoing order may at any
time on or before June 14, 19873, file with
the Hearing Clerk, Department of
Health, Education, and Welfare, room 6
88, 5608 Pishers Lane, Rockville, Md,
20852, written objections thereto. Ob-
Jections shall show wherein the person
filing will be adversely affected by the or-
der, specifly with particylartty the provi-
sions of the order deemed objectionable,
and state the grounds for the objections.
I & hearing is requested, the objections
shall state the issues for the hearing,
shall be supported by grounds factually
and legally sufficient to justify the relief
sought, and shall include a detsiled de-
scription and analysis of the factual in-
formation intended to be presented in
support of the objections in the event
that a hearing 1a held. Objections may be
accompanied by a memorandum or brief
in support thereof, 8ix copies of all docu-
ments shall he filed. Received objections
may be seen in the above office during
warking hours, Monday through Friday.

Eflectiva date—~This order shall he-
come effective May 15, 1973.

(Sec. €09(c) (1), T2 Stat. 1786; 21 U.S.C. 348
(e) (1).)
Dabed May 8, 1973,
8am D, FINE,
Associate Commissioner
Jor Compliance.

[FR Doc.13-9542 Filed 5-14-73;8:46 am)

J

SUHCHAPTER F—REQULATIONS UNDER st
CIF
GrcasTs o CONGRESS OTHER THAN T
PART 295—REGULATIONS UNDER THE
ggl!;%l;OPREVENTlON PACKAGING ACT

Madification of the Testing Procedurs for
Special Packaging

In the FroxsAL RxuIisTes of January 18,
1873 (38 FR 15610), the Commissioner of
Puod and Drugs proposed $o modify the
testing procedure for special Dpacksg-
ing (21 CFR 295.10(a)<3)) to chang
the deflnition of a unit packaging test
fallure to any child who opens or gains
access to the number of mdividual units
which conatitute the amount that may
produce serious personal injury or seri-
ous iliness, or » child who opens or gains
sccess to more than 8 individusl imits,
whichever number is lower. At that time,
the maximum number of imdividual units
gonstltutlng & test fallure was more than
Three comments were received in re-
sponse to the proposal. A pharmaceu-
tical manutacturer and a pharmaceutical
trade association support the proposal
and & city government agency does nat.

The city government agency fears
that the modification will reduce the
degree of child protection provided by
apecial packaging becaune aithough the
amount of substance which' wounld pro-
duce serious Injury or illness prevails
in egtablishing the number of units con-
stituting a test fallure, determining this
amount for all children is difficult doe
to varying factors such as age and medi-
caft history.

The Conmmissioner, however, brevi-
ously acknowledged that variahles exist
in eatablishing the smount of substance
which would produce serious injury or
illness. Accordingly, § 208.10(m)(3) (21
CFR 295.10) specifies that the determi-
nation of such amount shall be based on
& 25-pound child. This weight repre-
sents the average 2-year-old child, the
age mast prane o accidental ingestiona.

The present maximum test failure level
of 5 was established to provide the pack-
aging industry with parameters within
which to develop unit packaging. but it
has been found to be unnecessarily re-
gtrictive and has thus tended to atifle
fndustyy initiative in this area. This ix
undesirabls since unit packaging has the
potential for being an effective form of
child protection packaging for many ap-
plications, particularly in the drug fisid.
Having considered the comments, the
Commigsioner concludes that the pro-
posed. modification will not reduce or
compromise the child protection prop-
erties of special umrit packaging. The ulti-
mately controlling factor in determining
the test failure level in the case of unit
packaging remains the number of in-
dividual units which constitute the
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