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Examinations and Investigations

Sec. 702 [372]. (a) The Secretary
is authorized to conduct examinations
and investigations for the purposes of
this Act through officers and employ-
ees of the Department or through any
health, food, or drug officer or em-
ployee of any State, Territory, or
political  subdivision thereof, duly
commissioned by the Secretary as an
officer of the Department. In the case
of food packed in the Commonwealth
of Puerto Rico or a Territory the Sec-
retary shall attempt to make inspec-
tion of such food at the first point of
entry within the United States when,
in his opinion and with due regard to
the enforcement of all the provisions
of this Act, the facilities at his dis-
posal will permit of such inspection.
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For tne purposes of this subsection
the term ‘“United States” means the
States and the District of Columbia. -
(b) Where a sample of a.food,
drug, or cosmetic is collected for an-
alysis under this Act the Secretary
shall, upon request, provide a part of
such official sample for examination or

analysis by any person named on the
label of the article, or the owner
thereof, or his attorney or agent; ex-
cept that the Secretary is authorized,
by regulations, to make . such rea-
sonable exceptions from, and impose
such reasonable terms and conditions
relating to, the operation of this sub-
section as he finds necessary for the
proper administration of the provi-
sions of this Act.

[Regulations) §1.700 Examinations
and investigations; 'samples. “(a)
(1) When any officer or employee
of the Department collects a sam-
ple of a food, drug, or cosmetic
for -analysis under the act, the
sample shall be designated as an
official sample if records or other
evidence is obtained by him or any
other officer or employee of the
Department indicating that the
shipment or other lot of the article
from which such sample was col-
lected was introduced or delivered
for introduction ‘into
commerce, or was in or was re-
ceived in interstate commerce, or
was manufactured within a Terri-
tory. Only samples so designated
by an officer or employee of the
Department shall.bc considered to
be official samples.

(2) Forthe purpose of determin-
ing whether' or not a sample is
collected for analysis, the term
analysis' includes examinations

interstate
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and tests.

(3) The owner of a food, drug,,

or cosmetic of which an official
sample is collected is the person
whe owns the shipment or other lot
of the article from which the san-
ple is collected.

(b) When an officer or em-
ployee of the Department collects
an official sample of a food, drug,
or cosmetic for analysis under the
act, he shall collect at least twice
the quantity estimated by him to be
sufficient for analysis, unless:

(1) The amount of. the article
available and rcasonably accessi-
ble for samplingis less than twice
the quantity so estimated;

(2) The cost of twice the quan-
tity so estimated cxceeds $ 10;

{3) The article is perishable;

(4) The sample is collected
from a shipment or other lot which
is being imported or offered for
import into the United States:

(5) The sample is collected
from a person named on the label
of the article, or his agent, and
such person is also the owner of
the article; ‘

(6) " The sample is collected
from the owner of the article, or
his agent, and such article bears
ng label or, if it bears a label, no
pérson is named thereon; or

(7) The analysis consists prin-
cipally of rapid analytical proce-
dures, organoleptic examination,
or other field inspection examina-
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tions or tests, rmade at the place
where the sample is collected or
in a mobile or temporary labora-
tory. In addition to the quantity of
sample prescribed above the of-
ficer or employee shall, if practi-
cable, collect as part of the sam-
ple such further amount of the
article as he estimates to be suf-
ficient for use as exhibits in the
trial of any case that may arise
under the act based on the sample.

(c) After the Food and Drug
Administration has completed such
analysis of an official sample of a
food, drug, or cosmetic as it de-
termines, in the course of analy-
sis and interpretation of analytical
results, to be adequate to establish
the respects, if any, in which the
article is adulterated or mis-
branded within the mcaning of the
act, or othcrwise subjcct to the
prohibitions of the act, and has
rescerved an amount of the article
it estimatcs to be adequate for use
as cxhibits in the trial of any case
that may arise under the act based
on the sample, a part of the sam-
ple, if any remains available,
shall be provided for analysis,
upon written request, by any pcré
son named on the label of the arti-
cle, or the owncr thercof, or the
attorney or agent of such person
or owner, except when:

(1) After collection the sample
or remaining part thereof has be-~
come decomposed or otherwise
unfit for analysis, or

(2) The request is not made
within a reasonable time before
the trial of any case undcr the act,
based on the sample, to which
such person or owner is a party.
The person, owner, attorney, or
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agent who requests the part of
sample shall specify the amount
desired. A request from anowner
shall be accompanied by ashowing
of ownership, and a request from
an attorney or agent by a showing
of althority from such person or
owner to receive the part of sam-

ple. When two or more requests

for parts of the same sample are

received the requests. shall be
complied with inthe order in which
they weré received so long as any
part of the sample remains availa-
ble therefor.

{(d) When an official sample of
a food, drug, or cosmetic is the
basis of a notice given under sec=
tion 305 of the act, or of a case
under the act, and the person to
whom the notice was given, or any
person who is a party to the case,
has no right under paragraph (c)
of this section to a part of the
sample,
torncy or agent may obtain a part
of the sample upon request accom-
panied by a written waiver of right
under such paragraph (¢) from
cach person named on the label of
the article and owner thereof, who
has not exercised his right under
such paragraph(c). The operation
of this paragraph shall be subject
to the exceptions, terms, and con-
ditions prescrib&d in paragraph
{c) of this section.

(e} The Food and Drug Admin-
istration is authorized to destory:

(1) Any official sample when it
determines that no analysis of
such sample will be made;

(2) Anyofficial sample or part
thereof when it determines that no
notice under section 305 of the act,

such person or his at--
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and no case under the act, is or
will be based on such sample;

(3) Anyofficial sample or part
thercof when the sample was the
basis of a notice under section 305
of the act. and, when after op-
portunity for prescntation of view
following such notice, it dcter-
mincs that no other such noticce,
and no casc under the act. is or
will be bascd on such sample;

(4) Any official sample or part
thereofl when the sample .was the
basis of a case under the act which
has gone to final Judgment, and
when it detcrmines that no other
such casc is or will be based on
such sample;

(5) Any official sample or part
thereof if the article is perishable;

(6) Anyofficial sample or part
thercof -after collection,
such sample or part has become
decomposed or otherwise unfit.for
analysis;

(7) That part of any offieial
sample whichis in excess of three
time the quantity it estimates to be
sufficient for analysis, -

when,

(c) For purposes of enforcement
of this Act. records of any depa-
rtment or independent establish-
ment in the executive branch of
the Government shall be open to
inspection by any official of the
Department of Health, Education,
and Welfare duly authorized by
the Secretary to make such ins-
pection.

{d) The Secretary is authorized
and directed, upon request from
the ‘Commissioner of Patents, to
furnish full and complete infor-
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mation with respect to such que-
stions‘relating to drugs as the
Commissioner may submit conce-
rning any patent application. The
Secretary is further authorized,
upon receipt of any such request,
to.conduct or cause to be condu-
cted, such research as may be
required.

Seafood Inspection

Sec. 702a [372a]. The Secretary of
Health, Education, and Welfare, upon
application of any packer of any sea-
food for shipment or sale within the
jurisdiction of this Act, may, at his
discretion, designate inspectors to ex-
amine and inspect such food and the
production, packing, and labeling
thereof. If on such examination and
inspection compliance is found with
the provisions of this Act and regula-
tions promulgated thereunder, the ap-
plicant shall be authorized or required
to mark the food as provided by re-
gulation to show such compliance.
Services under this section shall be
rendered only upon payment by the
applicant of fees fixed by regulation
in such amounts as may be: necessary
to provide, equip, and maintain an
adequate and efficient inspection ser-
vice.

Receipts from such fees shall be '

covered into the Treasury and shall
be available to the Secretary of
Health, Education, and Welfare for
expenditures incurred in carrying out
the purposesof this section, including
expenditures for salaries of addition-
al inspectors when necessary to sup-
plement the number of inspectors for
whose salaries Congress has appro-
priated.. The Secretary is hereby au-
thorized to promulgate regulations
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governing the sanitary and ether con-
ditions under which the service here-
in provided shall be granted and
maintained and for otherwise carry-
ing out the purposes of this section.
Anv per<on who forges, counterfeits,
simulates or falsely represents, or
without proper authority uses any
mark, stamp, tag. label, or other iden-
tification devices authorized or re-
quired by the provisions of this sec-
tion or regulations thercunder, shail
be guilty of a misdemeanor, and shall
on conviction thereof be subject to
imprisonment for not more than one
year a fine of not less than $1,000
nor more than $5,000 or both such
imprisonment and fine.

Records of Interstate Shipment

Sec. 703 [373]. For the purpose
of enforcing the provisions of this
Act, carriers engaged in
commerce, and persons receiving food
drugs, devices, or cosmetics in inter-
state commerce or holding such arti-
cles so received, shall, upon the re-
quest of an oflicer or employee duly
designated by . the Secretary, permit
such officer or employee, at reasonable
times, to have access to and to copy
all records showing the movement in
interstate commerce of any food,
drug, device, or cosmetic, or the hold-
ing therrof during or after such mo-
vement, and the quantity, shipper,
and consignee thereof; and it shall
be unlawful for any such carrier or
person to fail to permit such access
to and copying of any such record
so requested when such request is
accompanied by a statement in writ-
ing specifying the nature or kind of
food, drug, device, or cosmetic to
which such request relates:

Provided, That evidence obreined
under this section shall not be used

interstate:
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in a. criminal prosecution of the per-
son from whom obtained: Provided
further, That ' carriers shall not be
subject to the other provisions of this
Act by reason of their receipt, car-
riage, holding, or delivery of food,
drugs, devxces, or cosmetics in the
usual course of business as carriers.

Factory Inspection

Sec. 704 [374). (a) For purposes
of “enforcement of this Act, officers
or employees duly designated by the
Secretary, upon presenting appro-
priate credentials and a written notice
to the owner, operator, or agent in
charge, are authorized (1) to enter,
at reasonable times, any  factory,
warehouse, or establishment in which
food, drugs, devices, or cosmetics are
manufactured, processed, packed, or
held, for introduction into interstate
commerce or after such introduction,
or to enter any vehicle being used
to transport or hold such food, drugs,
devices, or cosmetics in interstate
commerce;

and (2) to inspect, .at reasonable

times and within reasonable limits
and in a reasonable manner, such fac-
tory, warehouse, establishment, or ve-
hicle and all pertinent equipment, fi-
nished and unfinished materials, con-
tainers, and labeling therein. In' the
case of any factory, warehouse, es-
tablishment, or consulting laboratory
in which prescription drugs are manu-
factured processed, packed, or held,
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inspection shall extend to all things
therein (including records, files, pa-
pers, processes, controls, and facilities)
bearing on whether prescription drugs
which are adulterated or misbranded
within the meaning of this Act, or

which may not be manufactured, in- .

troduced into interstate commerce, or
sold, or offered for sale by reason of
any provision of this Act, have been
or are being manufactured, processed,
packed, transported, or held in any
such place, or otherwise bearing on
violation of this Act.

No inspection authorized for pre-
scription drugs by the preceding sen-
tence shall extend to (A) financial
data, (B) sales data other than ship-
ment data, (C) pricing data, (D) per-
sonnel data (other than data as to
qualifications of technical and profes-
sional personnel performing functions
subject to this Act), and (E) research
data (other tf:an data, relating to
new drugs and: antibiotic drugs, sub-
ject to reporting and inspection under
regulations lawfully issued pursuant
to section 505 (i) or (j) or section
507 (d) or (g) of this Act, and data,
relating to other drugs, which in the
case of a new drug would be subject
to reporting or inspection under law-
ful regulations. issued pursuant to sec-
tion 505 (j) of this Act).

A separate notice shall be given for
each such. inspection, but a notice
shall not be required for each entry
made during the period covered by
the inspection. Each such inspection
shall be commenced and completed
with reasonablé promptness. The
provisions of the ‘second sentence of
this subsection shall not apply to—
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(1)

2)

3)

(4)

inspection of a factory,

pharmacies which maintain es-
tablishments in conformance with
any apphcable Jocal laws regulat-
ing the practice of pharmacy and
medicine and which are regularly
engaged . in dispensing prescrip-
tion drugs, upon prescriptions of
practitioners licensed to admin-
ister such drugs to patients under
the care of such practioners in
the course of their professional
practice, and which do not, eith-
er through a subsidiary of other-
wise, manufacture, prepare, pro-
pagate, compound, -or process

‘drugs for sale other than in the

regular course of their business
of dlspensmg or selling drugs re-
tail;

practitioners 'licensed by law to
prescribe or administer drug
and who manufacture, prepare,
propagate, compound, .or process
drugs solely for use in the course
of their professional practice;
persons who manufacture, pre-
pare, propagate, compound, or
process drugs solely for use in
research, teaching, or chemical
analysis and not for sale;
such other classes of persons as
the Secretary may be regulation
exempt from the application of
this section upon a finding that
inspection as applied to such
classes of persons in accordance
with this section. is not necessary
for the’ protection of the public
health. )

(b) Upon completion of any such

warehouse,
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consulting laboratory, or other es-
tablishment, and prior to leaving the
premises, the officer or employee mak-
ing the inspection shall give to the
owner, operator, or agent in charge
a report in writing setting forth any
conditions or practices observed by
him which, in his judgment, indicate
that any food, drug, device, or cosme-
tic in such establishment (1) consists
in whole or in part of any filthy, put-
rid, or decomposed substance, or (2)
has been prepared, packed, or held
under insanitary conditions whereby
it may have become contaminated
with filth, or whereby it may have
been rendered injurious to health. A
copy of such report shall be sent
promptly to the Secretary.

(c) T the officer or employee mak-
ing any such inspection of a factory,
warehouse, or other establishment has
obtained any sample in the course of
the inspection, upon completion of the
inspection and prior to leaving. the
premises he shall give to the owner,
operator, or agent in charge a receipt
describing the samples obtained.

(d) Whenever in the course of any
such inspection of a factory or other

establishment where food is manufac-
tured, processed, or packed, the officer
or employee making the inspection
obtains a sample of any such food, and
an analysis is made of such sample
for the purpose of assertaining wheth-
er such food consists in whole or in
part of any filthy, putrid, or decom-
posed substance, or is otherwise unfit
for food, a copy of the results of such
analysis shall be furnished promptly
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to' the owner, operator, or agent in
charge,

Publicity

Sec. 705 [375]. (a) The Secretary
shall cause to be published from time
{0 time reports summarizing all judg-
ments, decrees, and court orders
which have been rendered under this
Act, including the nature of the
charge and the disposition thereof.

(b) The Secretary may also cause
to be disseminated information re-
garding food, drugs, devices, or cos-
metics in situations involving, in the
opinion of the Secretary, imminent
danger to health, or gross deception
of the consumer. Nothing in this sec-
tion shall be construed to prohibit
the Secretary from collecting, report-
ing, and illustrating the results of the
investigations of the Departmerit.

A

887054 (375 )

(a) BHEE o kit 98 =T RY, N
0 HMFTY 4% EFEE 9 BSe Bae
Aol WY A= (RMIR) & Rl BT
o o= o},

(b) FEHE WRET [HELS) et Ptk B
KB B ST Rokg sl 2 R
e wadaA &5 6, AR 2 e e
Wi ALAehod ok gheh.

Listing and Certification of Color Additives
for Food, Drugs, and Cosmetic

5]
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WHEN COLOR ADDITIVES
DEEMED UNSAFE

Sec. 706 [376]. (a) A color addi-
tive shall, with respect to any par-
ticular usg (for which it is being used
or intendpd to be used or is repre-
sented as suitable) 'in or on food or
drugs or cosmetics, be deemed unsafe
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for the purposes of the ‘application of
section 402(c), section 501(a)(4), or
section 601(e), as the case may be
unless—

(1) (A) there is in effect, and such
use are in conformity with, a regu-
lation issued under subsection (b) of
this section listing such additive Zor
such use,. including any provision of
such regulation prescribing the con-
ditions 4inder which such additvie
may be safely used, and (B) such ad-
ditive either (i) is from a batch
certified, in accordance with regula-
tions issued pursuant to subsection
(c), for such use, or (ii) has. with
respect to such use, been exempted
by the Secretary from the require-
ment of certification: or

(2) such additive and such use
thereof conform to the terms of an
exemption which is in effect pursuant
to subsection (f) of this section.
While there are in effect regulations
under subsection (b) and:(c) of this
section relating to a color additive
or an exemption pursuant to subsec-
tion (f) with respect to. such additive,
an article shall not, by reason of bear-
ing or containing such additive in all
respects in accordance with such regu-
lations or such exemption, be con-
sidered adulterated within the mean-
ing of clause (1) of section 402(a)
if such article is a food, or within the
meaning of section 601(a) if such
article is a cosmetic other than a hair
dye (as defined in the last. sentence
of section 601(a) ).
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LISTING OF COLORS

(b) (1) The Secretary shall, by
regulation, provide for separately list-
ing color additvies for use in or on
fooq, color additives for use in or on
drugs, and color additives for use in
or on cosmetics, if and to the extent
that such additives are suitable and
safe for any such use when employed
in accordance with such regulations.

(2) (A) Such regulations may list
any color additive for :use generally
in or on food, or in or on drugs, or
in or on cosmetics, if the Secretary
finds that such additive is suitable
and may safely be employed for such
general use,

(B) If the data before the Secret-
ary do not establish that the additive
satisfies the requirements for listing
such additive on the applicable list
pursuant to subparagraph (A) of this
parsgraph, or if the proposal is for
listing such additive for 'a more
limited use or uses, such regulations
may list such additive only for any
more limited use or uses for which it
is suitable and may safely be em-
ployed,

(3) Such regulations shall, to the
deemed unsafe, and shall not be list-
ed, for ‘any use which will or may
or uses for which a particular color
additive is listed, prescribe the con-
ditions under which such additive may
be safely employed for such wuse or
uses (including, but not' limited to,
specifications, hereafter in this sec-
tion referred to as tolerance limita-

tions as to the maximum quantity or.

quantities which may be used or per-
mitted to remain in or on the article
or articles in or on which it is used;
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specifications as to the manner in -

which such additive may be added
to or used in or on such article or
articles; and directions or 'other label-
ing or packaging requirements for
such additive). ‘

(4) The Secretary shall not list a
color additive under this section for
a proposed use unless the data before
him establish that such ‘use, under
the conditions. of use specified in the
regulations, will be safe: Provided,
however, That a color additive shall
be deemed to be suitable and safe for
the purpose of listing under this sub-
section for use generally in or on food,
while there is in effect - a published
finding of the Secretary declaring
such substance exempt from the term
“food additive’ because of its being
generally recognized by gqualified ex-
perts as safe for its intended use, as
provided in section. 201(s).

(5) (A) In determining, for the
purposes of this section, whether a
proposed use of a color additive is
safe, the Secretary shall consider,
among other relevant factors—

(i) the probable consumption of,
or other relevant exposure from, the
additive and of any substance form-
ed in or on food, drugs, or cosme-

tics because of the use of the ad-’

ditive.
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(iii) safety factors which, in the
opinion of experts qualified by scienti-
fic training and experience to evaluate
the safety of color additives for the
use or uses for which the additive is
proposed to be listed, are generally
recognized as appropriate for the use
of anima] experimentation data; and

(iv)
practicable methods of analysis for
determining the identify and quantity
of (I) the pure dye and all inter-
mediates and other impurities con-
tained in such color additive, (II) such
additive in or on any article of food,
drug, or cosmetic, and (III) any sub-
stance formed in or on such article ‘be-
cause of the use of such additive.

(B) A color additive (i) shall be
deemed unsafe, and shall not be
listed for any use which will or may
result in ingestion of all or part of
such additive, if the additive is found
by the Secretary to induce cancer
when ingested by man or animal, or
if it is found by the Secretary, after
tests which are appropriate for the
evaluation of the safety of additives
for use’in food, to induce ‘cancer in
man or animal, and (ii) shall be deem-
ed unsafe, and shall not be listed, for
any use which will not result in in-
gestion of any part of such additive,
if, after tests which are appropriate
for the evaluation of the safety of
additives for such use, or atfer other
relevant exposure of man animal to
such additive, it is found by the
Secretary to.induce cancer in man or
animal:
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Provided, That clause . (i) of this
subparagraph (B) shall not apply with
respect to the use of a color additive
as an ingredient of feed for animals
which are raised for food production,
if the Secretary finds that, under the
conditions of the feeding specified in
n-oposed labeling and reasonably cer-
tain to be followed in practice, such
additive will not adversely affect the
animals for which such feed is intend-
ed, and that no residue of the addi-
tive will be found (by methods of ex-
amination prescribed or approved by
the Secretary by regulations,. which
regulations shall not be subject to
subsection (d) in any edible por-
tion of such animals after slaughter
or in any food yielded by or derived
from the living animal.

(C) (i) In any proceeding for
issuance, amendment, or repeal of a
regulation listing a ~color additive,
whether commenced by a proposal of
the Secretary on his own initiative or
by a proposal contained in a. petition,
the petitioner, or any other person
who will be adversely affected by such
proposal or by the Secretary’s order
issued in accordan¢e with paragraph
(1) of section 701(e) if placed in ef-
fect, may request, within the time
speciied in this subparagraph, that

o Bl SAY

vboygel slek Aoz el Bkl chel
Agrel vk BigpelAl g BAANE Aolehe M

< B BEdde At ®ART AR B
sl ol obe WIS FEHEA e KR
= (Ffe] Hetd Al IEsIAE ohideh

2 (B)y ()< mﬂ*ia’—r]“ﬂ"‘] fAH =
pel gk EHEA . fAS T RnpeA R
ol R [ERIEECl whebd IS mglgo] MRS
T kA EEsHs RV REEEE Jebied
9 EE chel Bl AAMA BEA go
o ma Aol gl Mol EASE Aol B

o R (B mel REA FELe Hikol

stk o HAIE (&) Fol &% AL W) ol RE
ol flekel BESe AE WHAAA ek
(C) (1) @REME BRI g 5

of &M, BT =% Bik(2del KREHH R
‘ o2 E AW o T
o TR A o 9L R weh T H701
B (B(hol et BT RERA B B
ek ARG MBS WA Wl A%
FEA of BHAA EakE P4 o] HUA(B)
Bl 27 s n o) 9L KoY Bl A

101



the petition or order thereon, or the
Secretary’s proposal, be referred to
an advisory committee for a report
and recommendations with respect
any matter arising under subpera-
graph (B) of this paragraph, which
is involved in such proposal or order
and which requires the exercise of
scientific judgment. Upon ' such re-
quest, or if the Secretary within such

time deems such a referral necessary,

the Secretary shall forthwith appoint
an advisory committee under subpara-
graph (D) of this paragraph and shall
refer to it, together with all the data
before him, such matter arising under
subparagraph (B) for study thereof
and for a report and recommenda-
tions on such matter. A person who
has filed a petition or who has !e-
quested the referral of a matter to
an advisory committee pursuant to
this subparagraph (C), as well as rep-
resentatives of the Department of
Health, Education, and Welfare, shall
have the right to consult with such
advisory committee
with the matter referred to it. The
request for referral under” this sub-
paragraph, or the Secretary’s referral
on his own initiative, may be made
at any time before, or within thirty
days after, publication of an order of
the Secretary acting upon the petition
or proposal.

(ii) Within sixty days after the
date of such referral, or within an
additiona] thirty days if the commit-
tee deems such additional time nec-
essary, the committee shall, after in-
dependent study of the data furnished
to it by the Secretary and other data
before it, ‘certify to the Secretary a

in ' connection:
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report and recommendations, togeth-
er with all underlying data and a state-
ment of the reasons or basis for the
recommendations. A copy of the fore-
going shall be promptly  supplied by
the Secretary to any person who has
filed a petition,. or who has request-
ed such referral to the advisory com-
mittee.
certification, and after giving due
consideration to all data then before
him, including such report, recom-
mendation, underlying data, and state-
ment, and {o any prior order issued
by him in connection with such mat-

r, the Secretary shall be order con-
firm or modify any order therefore
issued or, if no such prior order has
been issued, shall by order act upon
the petition or other proposal.

(iii) Where—

(I) by reason of subparagraph
(B) of this paragraph, the Secretary
has initiated a proposal to ‘remove
‘from listing a color additive previous-
ly listed pursuant to this section; and

(II) a request has been made for
referral of such proposal to an .advi-
sory committee; the Secretary may
not act by order on such proposal
until the advisory committee has
made a report and recommendations
to him wunder clause (ii) of this sub-
paragraph and he has considered such
recommendations, unless the Secre-
tary finds that emergency conditions
exist necessitating the issuance of an
order notwithstanding this clause.

Within thirty days after such
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(D) The advisory committee refer-
red to in subparagraph (C) of this
paragraph shall be composed of ex-
perts selected by the National Aca-
demy of Sciences, qualified in the sub-
ject matter referred to the commit-
tee and of adequately diversified pro-
fessional background, except that in
the event of the inability or refusal
of the National Academy of Sciences
to act, the Secretary shall select the
members of the committee. The size
of the committee shall be determined
by the Secretary. Members of an ad-
visory committee shall receive as com-
pensation for their services a reason-
able per diem, which the Secretary
shall by rules and regulation prescribe,
for time actually spent in the work of
the committee, and shall in addition
be reimbursed for their necessary
traveling and subsistence expenses
while so serving away from their
places of residence. The members
shall not be subject to any other pro-
visions of law regarding the appoint-
ment and compensation of employees
of the United States. The Secretary
shal]l furnish the committee with ade-
quate clerical and other assistance,
and shall by rules and regulations
prescribe the procedure to be follow-
ed by the committee.

(6) The Secretary shall not list a
color additive under this subsection

for a proposed use if the data before

him show that such proposed use
would promote deception of the con-
sumer in violation of this Act or
would otherwise result in misbranding

(D)
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or adulteration within the meaning
of this Act.

(7) If, in the judgment of the
Secretary, a tolerance limitation is re-
quired in order to assure that a pro-
posed use of a color additive will be
safe, the Secretary—

(A) shall not list the additive for
such use if he finds that the data be-
fore him do not establish that such

additive, if used within a safe toler-.

ance limitation, would achieve the in-
tended physical or other techrical ef-
fect; 'and

(B) shall not fix such tolerance
limitation at a level higher than he
finds to be reasonably required to ac-
complish the intended physical or
other technical effect.

(8) 1If, having regard to the ag-
gregate quantity of
likely to be consumed in the diet or
to be applied to the human body, the
Secretary finds that the data before
him fail to show that it would be safe
and otherwise permissible to list a
color additive (or pharmacologically.
related color -additives) - for all uses
proposed therefore and at the levels
of concentration proposed, the Secr-
tary shall, in determining for 'which

use or uses such additive (or such re-.

lated additives) shall be or remain
listed, or how the aggregate allow-
able safe tolerance for such additive
or additives shall be allocated by him
among the uses under consideration,
take into account,

color ' additive
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among other relevant factors (and
subject to the paramount criterion of
safety).

(a) the relative marketability of
the articles involved as affected
by the proposed uses of the color ad-
ditive (or of such related additives)
in or on such articles, and the rela-
tive dependence of the industries
concerned on ‘such uses: (B) the re-
lative aggregate amounts of such color
additive which he estimates would be
consumed in the diet or applied to the
human body by reason of the various
uses and levels of concentration pro-
posed; and (C) the availability, if any,
of other color additives suitable and
safe for one or more of the uses pro-
posed.

CERTIFICATION OF COLORS

(¢)  The Secretary shall further, by
regulation, provide (1) for the certi-
fication, with safe diluents or without
diluents, of batches of color additives
listed pursuant to subsection (b) and
conforming to the requirements for
such _additives established by regula-
tions -under’ such subsection and this
subsection, and (2) for. exemption
from the requirement of certification

in the case of any such additive, or

any listing or use thereof, for which

he fiids such’ requirement not to be

necessary in the interest of the -pro-
tection of the public health: Provided,
That, with respect to any use in or
on food for which a listed color addi-
tive is deemed to be safe by reason
of the proviso to paragraph (4) of
subsection (b), the requirement of
certification shall be deemed .not to
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be necessary in the interest of public
health protection.

PROCEDURE FOR ISSUANCE,
AMENDMENT, OR REPEAL
OF REGULATIONS

¢d) The provisions of section 701
(e), (f), and (g) of this Act shall,
subject to the provisions of subpara-
graph (C) of subsection (b) (5) of
this section, apply to and in all re-

spects govern proceedings, for the is-

suance, amendment, or repeal of regu-
lations under subsection (b) or (¢)
of this section . (including judical re-
view of the Secretary's action in such
proceedings) and the admissibility of
transcripts of the record of such pro-
ceedings in other proceedings, except
that—

(1) if the proceeding i§ commenc-
ed by the filing of a petition, notice
of the proposal made by the petition

shall be published in general terms

by the Secretary within thirty- days
after such filing, and the Secretary's
order (required by paragraph (1) of
section 701(e) acting upon such pro-
posal shall, in the absence of prior
referral (or request for referral) to

an advisory committee, be issued

within ninety days after the date cf
such filing, except that the.Secretary
may (prior to such ninetieth day) by
written notice to the petition, extent
such ninety-day period to. such time
{not more than! one hundred and
eighty days after the date.o: filing
of . the petition), as the Secretary
deems necessary to enable him to
study and investigate the petition;
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(2) any report, recommendations,
underlying data, and reasons certified
to the Secretary by an advisory com-
mittee appointed pursuant to subpara-
graph (D) of subsection (b)(5) of this
section, shall be made a part of the
record of any hearing if relevant and
material, subject to the provisions of
section’ 7(c) of the Administrative
Procedure Act (5 U.S.C., sec. 1006
(c) ).
designate a member to appear and
testify at any such hearing with re-
spect to the report and recommenda-
tions of such committee upon request
of the Secretary, the petitioner, or the
officer conducting the hearing, but this
shall not preclude any other member
of the advisory committee from ap-
pearing and testifying at such hear-
ing:

(3) the Secretary's order after
public hearing (acting upon objections
filed to an order made prior to hear-
ings) shall be subject to the require-
ments of section 409(f) (2); and

(4) the scope of judical review of
such order shall be in accordance with
the fourth sentence of paragraph (2),
and with the provisions of paragraph
(3), of section 409(g). '

FEES

(e) The admitting to listing and
certification of color additives in ac-
cordance with regulations prescribed
under this Act, shall be performed
only upon payment of such fees,
which shall be specified in such regu-
lations, as may be necessary to pro-
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vide, maintain, and equip an adequate
service for such purposes.

EXEMPTIONS

(f) The Secretary shall by regula-
tions (issued without regard to sub-
section (d) ) provide for exempting
from the requirements of this section

any color additive or any specific type

of use thereof, and any article of jood,
drug, or cosmetic bearing or contain-
ing such additive, intended solely for
investigational use by qualified experts
when in his opinion such exemption
is consistent with ihc public hralth.

This Act [the. color additive amend-
ments of 1960} shall, subject to the
following provisions, take effect on
the enactment date [July 12, 1960].

PROVISIONAL LISTINGS OF
COMMERCIALLY ESTBLISHED
COLORS

(a) (1) The purpose of this sec-
tion is to make possible, on an interim

basis for a reasonable period, through

provisional listings, the use of com-
mercially established color additives
to the extent consistent with the pub-
lic health, pending the completion of
the scientific investigations needed as
a basis for making determinations as
to listing of such additives under the
basic Act [the Federal Food, Drug,
and Cosmetic Act] as amended by this
Act. A provisional listing (including
a deemed provisional listing) of a color
additive under this section for any use
shall, unless sooner terminated or ex-
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piring under the provisions of this ;

section, expire (A) on the closing
date (as defined in paragraph (2) of
this subsection) or (B) on the effec-
tive date of a listing of such additive
for such use under section 706 of the
basic Act, whichever date first occurs.

(2) For the purposes of this sec-
tion, the term “closing date” means
(A) the last day of the two and one-
half year period beginning on the en-
actment date or/ (B), with respect o
a particular provisional listing (or
deemed provisional listing) of a color
additive or use thereof, such later
closing date as the Secretary may
from time to time establish pursuant
to the authority of this paragraph.
The ‘Secretary may by regulation,
upon application of -an interested per-
son or on his own initiative, from time
to time postpone the ongmal closing
date with respect to a provisional list-
ing (or deemed provisional listing)
under this section of a specified ‘color

additive, or of a specified use or uses

of such additive, for such period or
periods as he finds necessary {o carry
out the purpose of this section, if in
the Secretary’s judgment such action
is consistent with the objective of
carrying to completion in good faith,
as soon as reasonably practicable, the
scientific investigations necessary for
making a determination as to listing
such ' additive, or such specified use
or uses thereof, under section 706 of
the basic Act. The Secretary may ter-
minate a postponement of the closing
date at any time if he finds that such
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postponement should not have been
granted, or that by reason of a change
in circumstances the basis for such
postponement no ‘longer exists, or that
there has been a failure to comply
with a requirement for submission to
progress reports or with other condi-
tions attached to such postponement.

(b) Subject to the other provisions
of this section—

(1) any color additive which, on
the day preceding the enactment date,
was listed and certifiable for any use
or uses under section 406 (b}, 504, or
604, or under the third proviso of
section 402(c), of the basic Act, and

of which a batch or batches hiad been’

certified for such use or uses prior
to the enactment date, and

(2) any color additive.which was
commercially used or sold prior to
the enactment. date for any use or
uses in or on any food, drug, or cos-
metic, and which either (A), on the
day - preceding the enactment date,
was not a material within the pur-
view of any of the provisions of the
basic Act enumerated in paragraph
(1) of this subsection, or (B) is the
color additive known as synthetic
beta-carotene,
shall, beginning on the enactment
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date, be deemed to be provisionally
listed under this section- as a color
additive for such use or uses.

(¢) Upon request of any person,
the Secretary, by regulations issued
under subsection (d), shall without
delay, if on the basis of the data be-
fore him he deems such action con-
sistent with the protection of the pub-
lic health, provisionally list a materi-
al as a color edditive for any use for
which it was listed,  and for which a
batch or batches of such material had
been certified, under section 406(b),

504, or 604 of the basic: Act prior to.

the' enactment date, although such
color was no longer listed and. certifi-
able for such use under such sections
on the day preceding the enactment
date. Such provisional listing shall
take effect on the date of publication.
(d) () The Secretary shall, by
regulations issued or amended from
time to time under this section—

(A) insofar as practicable promul-

gate and keep current a list or lists

of the color additives, and of the par-'

ticular uses thereof, which he finds
are deemed provisionally listed under
subsection (b), and the presence of a
color additive on such a list with re-
spect to a particular use shall, in any
proceeding under the basic Act, be
conclusive evidence that such provi-
sional listing is in effect;

(B) provide for the provisional
listing of the color additives and parti-
cular uses thereof specified in sub-
section (c);

(C) provide, with respect to par-
ticular ‘uses for which color additives
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are or are deemed to be provisionally
listed, such temporary tolerance limi-
tations (including such limitations at
zero level) and other conditions of use
and labeling or packaging require-
ments, if any, as in his judgment are
necessary to protect the public health
pending listing under section 706 of
the basic Act;

(D) provide for the certification
of batches of such color additives

(with or without diluents) for the uses
for which they are so listed or deem-
ed to be listed under this section,
except that such an additive which
is a color additive deemed provision-
ally listed under subsection (b)(2) of
this section shall be deemed exempt
from the requirement of such certifi-
cation while not subject to a toler-
ance limitation; and

(E) provide for the termination - of
a provisional listing (or deemed pro-
visior «l listing) of a color additive
or particular iuse thereof forthwith
whenever in his judgment such action
is necessary to protect the public
health.

(2) (A) Except as provided in
subparagraph (C) of 'this paragraph,
regulations under this section shall,
from time to time, be issued, amend-
ed, or repealed by the Secretary with-
out regard to the requiréments of the
basic Act, but-for the purposes of the
application of section 706(e) of the
basic Act (relating to fees) and of
determining the availability of appro-
priations of fees (and of advance de-
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posits to cover fees), proceedings,
regylations, and ceruﬁcatlons under
this section shall be deemed to be
proceedings, regulations, and certifi-
cations' under such sectoin 706. Regu-

lations providing for fees (and ad-

vance deposits to cover fees), which
on the day preceding the enactment
date were in effect pursuant to sec-
tion 705 of the basic Act, shall be
deemed to be regulations under such
section, 706 as amended by this Act,
and appropriations of fees (and ad-
deposits) available for the pur-

vance
poses specified in such section 706
as in effect prior to the enactment

date shall be available for the pur-
poses specified in such section 706
as so amended.

(B). Ii the Secretary, by regula-
tion—
! (i) has terminated a provisional

listing (or deemed provisional listing)
of a color additive or particular use
thereof pursuant to paragraph (1) (E)
of this subsection; or

(ii) has pursuant to paragraph
(D (C) or paragraph (3) of this sub-
section, initially established or ren-
dered more restrictive a tolerance
limitation or other restriction or re-
quirement with respect to a 'provi-
sicnal listing (or deemed provision-
al llstmcr) which listing had be-
come effective prior to such action,
any person adversely affected by
such -action may, prior to the expira-
tion of the period specified in clause
(A) of subsection (a)(2) of this sec-
tion, file with the Secretary a petition
for amendment of such regulation so
as to revoke or modify such action
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dence so adduced shows that such
action will be consistent with ' the
protection of ‘the public health. An
order entered under this subpara-
graph shall, be subject to judicial re-
view in accordance with section 701
(f) of the basic Act except that the
findings and order of the Secretary
shall be sustained only if based upon
a fair evaluation of the entire record
at such hearing. No stay or suspen-
sion of such order shall be ordered by
the court pending conclusnon of such
judicial review.

(D) On and after the enactment date,
regulations provisional listings, and
certifications (or exemption from cer-
tification) in effect under  his section
shall, for the purpose of determining
whether an article is
misbranded within the meaning of the
basic Act by reason of its being, bear-
ing, or containing a color additive.
have the same effect as would regu-
lations, listing, and certifications (or
exemptions from certification) under
section 706 of the basic Act. A regu-
lation, provisional listing' or termina-
tion thereof, tolerance limitation, or
certification ‘or exemption therefrom,
under this section shall. not be the
basis for any presumption or infer-
ence in any proceeding under section
706 (b) or (c) of the basic Act.

adulterated or
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of the Secretary, but the filing of such
petition shall not operate to stay or
suspend the effectiveness of such ac-
tion, Such petition shall, in accord-
ance with regulations, set forth the
proposed amendment -and shall con-
tain data (or refer to data which are
before the Secretary or of which he
will take official notice), which show
that the revocation or modification
proposed is consistent with the pro-
tection of the public health. The
secretary shall,. after publishing such
proposed and affording all interested
persons and opportunity to present
their views there on orally or in
writing, act upon such proposal by
published order.

(C) Any person adversely affect-
ed by an order emtered under sub-
paragraph (B) of this paragraph may,
within thirty days after its publica-
tion, file objections thereto with the
Secretary, specifying with particular-
ity the provisions of the order deem-
“ed objectionable, stating reasonable
grounds of such objections, and re-
quosting a public hearing upon such
objections. The Secretary shall hold
a public hearing on such objections
and shall, on the basis of the evidence
adduced at such hearing, act on such
objections by published order. Such
order may reinstate a terminated pro-
visional listing, or increase or dis-
pense with a previously established
temporary . tolerance limltation, or
make less restrictive any other limi-
tation established by him under para-
graph (1) or (3) of this subsection,
only: if in his judgment the evi-
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(3) For the purpose of enabling
the Secretasy. to:carry out his func-
tions under paragraphs (1) (A) and
(C) of this subsection with respect
to color additives deemed provisional-
ly listed, he shall, as soon as practic-
able after enactment of this Act, af-
ford by public notice a reasonable
opportunity to interested persons to
submit data. relevant thereto.  If the
the data so submitted or otherwise
before him do not, in his judgment,
establish a reliable basis for includ-
ing such a color additive or particular
use or uses thereof in a list or. lists
promulgated nnd.er paragraph (1) (A),
or for determining the prevailing level
or levels of use: thereof prior to the
enactment date with a view to pre-
scribing a- temporary - tolerance or
tolerances for such use or uses under
paragraph (1)(C) the - Secretary shall
establish a temporary tolerance limi-
tation -at zerg: level for such use or
uses until sugh’ time as he finds that
it would nof inconsistent with the

protection. of- ‘the public health to in-

crease -or dispense with such tempor-
ary tolerance:limitation.
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Revision of United States Pharmacopeia;
Development of Analysis and Mechanical
and Physical Tests
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Sec, 707 [377]. The Secretary, in
carrying into effect the provisions of
this chapter, is authorized hereafter
to cooperate with associations and
scientific societies in the revision of
the United States Pharmacopeia and
in the development of methods of
analysis and mechanical and physical

tests necessary to carry out the work '

of the Food and Drug Administration.
[From the Labor-Federal Security Ap-
propriation Act, 1944.]
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Sec. 801 [381]. (3) The Secretary
of the Treasury shall deliver to the
Secretary of Health, Education, and
Welfare, upon his request, samples of
food, drugs, devices, and cosmetics
which are being imported or offered
for import into the United States, giv-
ing notice thereof to the owner or
consignee, who may appear before the
Secretary of Health, Education, and
Welfare and have the right'to intro-

80115 (381)
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duce testimony. The Secretary = of
Health, Education, and Welfare shall
furnish to the Secretary of the Treas-
ury a list of establishments registered
pursuant to subsection (i) of section
510 and shall request that if any drugs
manufactured, prepared, propagated,
compounded, or processed in an estab-
lishment not so registered are import-
ed or offered for import into the
United States, samples of such drugs
be delivered to the Secretary of
Health, Education, and Welfare, wi
notice of such delivery to the own
or consignee, who may appear befc
the Secretary of Health, Educatic
and Welfare and have -the right

introduce testimony.

If it appears from the 2xamination
of such samples or otherwise that (1)
such article has been manufactured,
processed, or packed under insanitary
conditions, or (2) such article is for-

bidden or restricted in sale in the.

country in which it was. produced or
from which it was exported, or (3)
such article is adulterated, misbrand-
ed, or in violation of section 505, then

such article shall be refused admission,

except as provided in subsection (b)
of this section. The Secretary of the
Treasury shall cause the destruction
of any such article refused admission
unless such article is exported, under
regulations prescribed by the Secret-
ary of the Treasury, within ninety

days of the date of motice of such

refusal .or Within'such‘additional time
as may be permitted pursuant to such
regulations,

This paragraph shall not be con-
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strued to prohibit the admission of
narcotic drugs the importation of
which is permitted under section 2 of
the Act of May 26, 1922, as amended
(U.S.C., 1946 edition, title 21, sec.
173).

{b) Pending decision as to the ad-
mission of an article being imported
or offered for import, the Secretary
of the Treasury may authorize deli-
very of such article to the owner or
consignee upon the execution by him
of a good and sufficient bond providing
for the payment of such liquidated
damages in the event of default as
may be reguired pursuant to regula-
tions of the Secretary of the Treasury.
If it appears to the Secretary of
Health, Education, and Welfare that
an article included within the provi-
sions of clause (3) of subsection (a)
of this section can, by relabeling or
other action, be brought into . compli-
ance with the Act or rendered other
than a food, drug, device, or cosmetic,
final determination as to admission of
such article may be deferred and, upon
fling of timely written application by
the owner or consignee and the execu-
tion by him of a bond as provided in
section, the Secretary may; in accord-
ance with regulations, authorize the
applicant to perform such relabeling of
other action specified in such authori-
zation (including destruction or export
of rejected articles or portions there-
of, as may be specified in the Sec-
retary's authorization).

All such relabeling or other action
pursuant to such authorization shali
in accordance with regulations be
under the supervision of an’ officer or
employee of the Department of Health,
Education, and Welfare designated by
the Secretary, or an officer or em-
ployee of the Department of the Tre-
asury designated by the Secretary of
the Treasury,
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(¢) All expenses (including travel, (C) BBl =lel BEsle ANE (a) ol A &Y
per diem or subsistence, and salaries

of officers or employees of the United BEED AME (b)IESES <el R BaRd o]
States) in connection with the de- U HAb el BB e B (ﬁ@ﬂﬁgifﬁﬁf

struction provided -for in subsection ' ) ~

(a) of this section and the supervision % fiR2l Feth, A = AER BHE £14)
of the relabeling or other action au- .o i« i N . -
thorized under the provisions of sub- 2 kdE (a) HBLE et A HRES Wil
section (b) of this se-tion, the amount 3t Bek B, Sl BT 2e AL 2 5
of such expenses to be determined in o e L ~ )

accordance with regulations, and all o FifE EE MRAC T bl ok ki ’
expenses in connection with the stor- g I FTAE B TS Ae ofE Wik 2

age, cartage or labor with respect to e .
any article refused admission under o= EEK FAEE Eh WAL MK A

o
=
subsection (a) of this section, shall be o z _ x
paid by the owner or consignee and, A FEmsA e ohisde
in default of such payment, shall conS

stitute a lien against any future im-

portations made by such. owner or

consignee.

[Regulations] §1.315 Definitions. (BRI §1.315 3% BNA st
For the purposes of the regulations

o P eston w01 (), SO () (B), ()14 5t BIS) DA 41 5he}
(b), and (c) of the Federal Food, t}-e 3 7o) EHE Fich
Drug, and Cosmetic Act; e LS

o rwoneeror vean (@ (FFATH) S (IR A)ol & 1900 Y
signec" means the person who has (HOREEA19%E, 1483, 1484, 148524E) 4 29483
the rights of a consignee under the, a 5 _ . ,
provisions of ‘sections 483, 484, W, 34845, FABSHEE SET RAS HALE el
and 485 of the Tariff Act of 1930, }2h2 =hgtc},

as amended (19 U.S.C. 1483,
1464, 1485).

(b) The term 'chief of dis-  (b) (S| K)ol W@ WASAY HAM

trict" mecans the chief of the dis-

trict of the Food and Drug Admin- o2 I i A4 FEES 2 ﬁ[ﬁ]%lﬁ!%

istration having jurisdiction over ghErsliHAEEE T = O W T o) s8014E (a) (b)
the port of entry through which.an :

article is imported or offered for ()HS RITEAL A4 BEE T

import, or such officer of the dis-

trict as he may designate to act in

his . behalf in administering and

enforcing the provisions of section

801 (a), (b), and (c).

§1.316 N y z §1,316 RAKE (A =8]) ) &L,

.316 Notice of sampling. ~
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quested by the chief of district,
the collector of customs having
jurisdiction over the article shall
give to the owner or consignee
pormpt notice of delivery of, or
intention to deliver, such sample.
Upon receipt of the notice, the
owner or consignee shall hold such
article and not distribute it until
further notice from the chief of

district or the collector of customs.

of the results of examination of the
sample.

81.317 Payment for samples.

The Food and Drug Administration
will pay for all import samples
which are found to be in compli-
ance with the requirements of the
Federal Food, Drug, and Cosmetic
Act. Billing for reimbursement
should be made by the owner or
consignee to the Food and Drug
Administration district headquar-
ters in whose territory the ship-
ment was offered for import.
Payment for samples will not be-
made if the article is found to be
in violation of the act, even thbugh'
subsequently brought into compli-
ance under the terms of an author-
ization to bring the article into
compliance or rendered notafood,
drug, device, or cosmetic as ‘set
forth in §1.319.

§1.318 Hearing. (a) If itappears
that the article may be subject to
refusal of admission, the chief of
district shall give the owner or
consignee a written notice to that
effect, stating the reasons there-
for. The notice shall specify a
place and a period of time during
which the owner or consignee shall
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have an opportunity to introduce 3 Eiel FEE BHE S04 Eﬁﬁ'&]“f‘. o] IBFY

testimony. Upon timely request, . .
giving reasonable grounds there- . &} B 8 H sl % mihsle}, o) K HE Y
for, such time and place may be = - " . TE W
changed. Such testimony shall be fhel ERA Aol el A vk REAIA ks A E
confined to matters relevant tothe = W#H24 738 7} gl

admissibility ‘of the article, and

may be introduced orally or in

writing.

(b) If such owner or consignee (b)
submits or indicates his intention
to submit an application for au-

B TEE B RA Eiﬂﬂ L4
WE ol BESES HEA A%
thorization to relabel or perform _‘4:_;%_]% AV A%, BEE RA ﬂ:ﬂun uﬂﬁ]
other action to bring the article ) - ,_ ) N =
into compliance with the act or to A% ﬁﬁﬁ‘] A HEE #EES A 28 BEE

render it other than a food, drug, EHHP L ol BSL o] L BMFEL T
device, or cosmetic, such testi- B =

mony shall include evidence in BifE W& 2 °l='5;_‘—’}'-

support c.>f such application. if B o)e] g} FRifo] ATE@YA U AlEgd]  oFA

such application is not submitted ]
at or prior to the hearing, the 4 }RHi= = 2gkS o= 1111[@:.0,] £L it v 3o
chief of district shall specify a aterx o _ g =
time limit reasonable in the light A ﬁéﬁ?ﬂ- Hei7t 2 = B#quﬂ MRate] RINEHIE
of the circumstances, for filing Rg] Fo]o} gt}

such application

2
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tion. Application for authorization ~ p- . . ‘
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for bringing the article into com- - _
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carried out and the approximate
time for their completion.

§1.320 Granting of authorization.

(a) When authorization .contem-
plated by S.1.319 is .granted, the
chief of district shall notify the
applicant in writing, specifying:

(1) The procedure to be fol-
lowed;

(2) The disposition of the re~
jected articles or portions
theyeof.;

(3) That the operations are to
be carried out under the
supervision of an officer of
the Food and Drug Admin-
istration or the Bureau of
Customs, as the case may
be;

(4) A time limit, reasonable
in the light of the circum-
stances, for completion of

. the operations; and

(5) Such other conditions as
are hecessary to maintain
adequate supervision and
control over the article.

(b) Upon receipt of a written

request for extension of time to
complete such operation, con-

taining reasonable grounds there-.

for, the chief of district maygrant
such additional time as he deems
necessary.

{c) An authorization may be
amended upon a showing of reason-
able grounds therefor and the filing
of an amended application for au~
thorization with the chief of dis-
trict.

(d) 1f ownership of an article
covered by an authorization
changes before the  operations
spoecified in the authorization have
been c;)mpleted, the original owner
will be held responsible, unless
the new owner has executed abond
and obtained a new authorization.
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Any authorization granted under
this section shall supersede and
nullify any previously granted au-

thorization with respect to the
article.
§1.321 Bonds. {a) The bonds

required under section 801 .(b) of
the act may be executed by the
owner or consignee on the appro-
priate form of a customs single-
entry or term bond, containing a
condition for the redelivery of the
merchandise or any part thereof
upon demand of the collector of
customs and contammg a provision
for the performance of conditions
as may legally be imposed for the
relabeling or other action neces-
saryto bring the article into com-
pliance with the act or rendering
it other than a food, drug, device,
or cosmetic, in such manner asis
prescribed for such bond in the
customs regulations in force on
the date of request for authoriza-
The bond shall be filed with
the collector of customs.

tion,

(b) The collector of customs
may cancel the liability for liqui-
dated damages incurred under the
abovementioned provisions of such
a bond, if he receives an applica-
tion for relief therefrbm, upon the
payment of a lesser amount or
upon such other terms and condi~-
tions as shall be deemed appro-
priate under the.law and in view of
the circumstances, but the
lector shall not act under this re-
gulation in any case unless the
chief of district is in full agree-
ment with the action.

col-
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§1.322 Costs chargeable in con-
nection with relabeling and recon-
witioning inadmissible -~ imports,
The cost of supervising the
labeling or other action in connec-
tion with an import of food, drugs,
devices, or cosmetics which fails
to comply with the Federal Food,
Drug, and Cosmetic Act shall he
paid by the owner or consignee
who files an application requesting
such action and excutes a bond,
persuant to section BOl (b) of the
act, as amended. The cost of such
supcrvision shall include, but not
bej restricted to, the following:

re-

(1) Travel expenses of the
supervising officer.

{b) Pecr diem in lieu of sub-
sistence of the supervising officer
when away from his home station,
as provided by law.

(c) Scrvices of the supervising
officer, to be calculated at a flat
rate of 96,20 per hour(which shall
include administrative expense),
except that such services per-
formed by a customs officer and
subject to the provisions of section
5 of the act of February 13, 1911,
as amended (19 U.S.C. 267), shall
be calculated as provided in that
act.

{d) Services of analyst, to be
calculated at a flat rate of $7.68
per hour (which shall include the
use of the chemical laboratories
and equipment of the Food and
Drug Administration).

{(e) The minimum charge for
services of supervising officer and
of analysis shall be not less than
the charge for 1 hour, and time
after the first hour shall be com-
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puted in multiples of 1 hour, dis-
regarding fractional parts less
than 1/2 hour.

(d) A food, drug, device, or cos-
metic intended for export shall not
be deemed to be adulterated or mis-
branded under this Act if it (1) ac-
cords to the specifications of the for-
eign purchaser, (2) is not in conflict
with the laws of the country to which
it is intended for export, and (3) is
labeled on the outside of the shipping
package to show that it is intended
for export. But if such article is sold
or offered for sale in domestic com-
merce, this subsection shall not ex-
empt it from any of the provisions of
this Act.
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Separability Clause

Sec. 901 [391]. If any provision o
this Act is detlared uncorstitutional,
or the applicability thereof to any per-
son or circumstances is held invalid,
the constitutionality of the remainder
of the Act and the applicability there-
of to other persons and circumstances
shall not be affected thereby.
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Effective Date and Repeals

Sec. 902 [392]. (a) This Act shall
take effect twelve months after the
date of its enactment.

The Federal Food and Drugs Act of

June 30, 1906, as amended (U.S.C.,
1934 ed., title 21, secs. 1-15), shall
remain in force until such effective
date and except as otherwise provided
in this subsection, is hereby repealed
effective upon such date:
That the provisions of section 701
shall become effective on the enact-
ment of this Act, and thereafter the
Secretary [of Agriculture] is author-
ized hereby to (1) conduct hearings
and to promulgate regulations which
chall be come effective on or after the
cffective date of this Act as the Sec-
retary [of Agricuiture] shall. direct,
and (2) designate prior to the effec-
tive date of this Act food having from
having common or usual: names and
exempt such food from the require-

enis of clause (2) of section (403)
i) for a .reasonable time to permit

the for ulation, promulgation, and
effective application. of definitions
and standards of identity therefore
as provided by section 401: Provid-
e¢d further, That sections 502(j),
305, and 601(a), and all other pro-
visions of this Act to the extent
that they may relate to the enforce-
ment of such sections, shall take ef-
fec. on the date of the enactment of
this Act, except that in the case of
a cosmetic to which the proviso of
section (601(a) relates. such cosmetic
shall not, actment, be deemed adulte-
rated by reason of the prior to the
ninetieth day after such date of en-
failure of its label to bear the legend
prescribed in such proviso: Provided
further, That the Act of March 4, 1923
(U.S.C., 1946 ed., title 21, sec. 321a;
32 Stat. 1500, ch. 268), defining but-

Provided, -
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ter and providing a standard there-
fore; the Act of July 24, 1919 (U.S.C.,
1946 ed., title 21, sec. 321b; 41 Stat,
271, ch. 26), defining wrapped meats
as in package form; and the amend-
ment to the Food and Drugs Act, sec-
tion 10A, approved August 27, 1935.
(U.S.C., 1946 ed., title 21, sec. 372a
[49 Stat. 871, ch. 739]), shall remain
n force and effect and be applicable
to the provisions of this Act.

(b) Meats and meat food products
shall be exempt from the provisions
of this Act to the extent of the ap-
plication or the extension.thereto of
the Meat Inspection  Act, approved
March 4, 1907, as amended (U.S.C,
1946 ed., title 21, secs. 71-96; 34 Stat.
12600 et seq.).

[Sec. 7. Public Law 85-929 (21
U.S.C. 451 note): Nothing in this Act
shall be construed to exempt any meat
or meat food product or any person
from any requirement imposed by or
pursudnt to the Poultry Products In-
spection Act (21 U.S.C. 451 and the
following) or the Meat Inspection Act
of March 4, 1907, 34 Stat. 1260, as
amended and extended (21 U.S.C. 71
and the following).]

1 (¢) Nothing contained in this
Act shall be construed as in any way
affecting, modifying repesling, or su-
perseding the provisions of the virus,
serum, and toxin Act of July 1, 1902
[now incorporated in Public Health
Service Act of July 1, 1944, U.S.C.,
1946 ed.. title 42, ch. 6A, sec. 262];
the Filled Cheese Act of June 6, 1896
(U.S.C.,, 1946 ed., title 26, ch. 17, secs.
2350-2362); the Filled Milk Act ofr
March 4, 1923 (U.S.C., 1946 ed., title
21, ch. 3, secs. 61-64); or the Import
Milk Act of February 15, 1927 (U.S.C,,
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1946 ed., title 21, ch. 4, secs. 141-149). 5 3 &, 161 —644%)
(Approved June 25, 1938.) (3) 192742 HI5H ] A% 2p: (4 REE:
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