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(A) the name, chemical identiy, and
composition of the pesticide
chemical; : :

(B) the amount, frequency, and time
of application of the pestxcxde
chemical;

(C) full reports of mvestlgatmns made
with respect to the safety of .the
pesticide chemical;

(D} the results of tests on the amount
of residue remaining, including a
description of the analytical
-methods used; '

(E) practicable methods for removing
residue which exceeds any pro-
posed tolerance;

(F) proposed tolerances for the . pesti-
cide chemical if tolerances are
propased; and

{G) reasonable grounds in support of
the petition. . .

Samples of the pesticide chemical

shall. be furnished to the Secretary

upon request, Notice of the filing. of
such petition shall be . published in
general terms by the Secretary with-
in thirty days after filing. Such notice
shall ienlude ‘the analytical methods
available for the determination of the

residue of the pesticide chemical for

which a ‘tolerance or  exemption is
proposed.

{2) Within ninety days after a
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certification of usefulness by the
Secretary of Agriculture under sub-
section (1) with respect to the pesti-
cide chemical named in the petition,
the Secretary of Health Education,
and Welfare shall, after giving due
consideration to the data submitted
in the petition or otherwise before
him, by order make public a regula-
tion—

(A) establishing a tolerance for the
pesticide chemical named in the
petition _for the purposes for
which it is so certified as useful,
or " ‘

(B) exempting the pesticide chemical
from the necessity of a tolerance
for such purposes,

uniess within such ninety-day period
the person filing the petition requests
that the petition be referred to an
advisory committee or the Secretary
within such period otherwise deems
such referral necessary, in either of
which events the provisions of para-
graph (3) of this subsection shall ap-
ply in lieu hereof.

(3) In the event that the person:

filing the petition requests, within
ninety days after a certification of
usefulness by the Secretary of Agri-
culture under subsection (1), with re-
spect to the pesticide chemical nam-
ed in the petition, that the petition
be referred to an advisory commit-
tee, or in the event the Secretary of
Health, Education, and Welfare within
such period otherwise deems such re-
ferral necessary, the Secretary of
Health, Education, and Welfare shall
forthwith ~ submit the petition and
other data before him to an advisory
committee to be appointed in accord-
ance with subsection (g) of this sec-
tion. As socn as practicable after such
referral, but not later than sixty days
thereafter, unless extended as herein-
after provided, the committee shall,
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_after independent study of the data
submitted to it by the Secretary and
other. data before it, certify to the
Secretary a report and- recommenda-

tions on the proposal in the pstition °

to the Secretary, together with all
underlying data and a statement of
the reasons or basis for the recom-
mendations. - The sixty-day period
provided for hereln may be extended
by the advisory committée for an ad-
ditional thirty days if the advisory
committee deems this necessary.
Within thirty days after such certifi-
cation, the Secretary shall, after giving

due consideration to all data then be-

fore him,"including such . report, re-
commendations, underlying data, ‘and

statement, by order make public a

regulation—

(A) establishing a tolerance for the
pesticide chemical named in the
petition for the purposes for
which it is so certified as use-

~ ful; or ‘

(B) exempting - the pestxcxde chemical
from the necessity of a tolerance
for such purposes.

'(4) The regulations published
under paragraph (2) or (3) of this
subsection will be effective upon
publication.

(5) Within thirty days after pub-
lication, any person adversely affect-
ed by a regulation published pursuant
to paragraph (2) or (3) of this sub-
section, ‘or pursuant to subsection
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(e) may file objections thereto with
the Secretary, specifying with particul-
arity the provisions of the regulation
deemed objectionable, stating rea-
sonable grounds therefore, and re-
questing a public hearing upon such:
objections. A copy of the objections
filed by a person other than the peti-
tioner shall be served on the peti-
tioner, if the regulation was issued
pursuant to a petition. The petitioner
shall have two weeks to make =a
written reply to the objections. The
Secretary shall thereupon, after due
notice, hold such public hearing for

the purpose of receiving evidence

relevant and material to the issues
raised by such objections. Any re-
port, recommendations,
data, and reasons certified to the
Secretary by an advisory committee
shall be made a part of the record
of the hearing, if relevant and ma-
terial, subject to the provisions of
section 7(c) of the Administrative
Procedure Act (5 U.S.C, sec. 1006
(c) ). The National Academy of Sci-
ences shall designate a member of
the advisory committee to appear and
testify at any such hearing with re-.
spect to the report and recornmenda-
tions of such committee upon request
of the Secretary, the petitioner, or the
officer conducting the. hearing: Pro-
vided, That this shall not preclude

any other member of the advisory .

committee from. appearing and testi-
fying at such hearing.
practicable after qompletion of the
hearing, the Secretary shall act upon
such objections -and by order make
public a regulation. '

Such regulation shall be based only
on substantial evidence of record at
such hearing, including any report,
recommendations, underlying
and reasons certified to the Secretary
by an advisory committee, and shall

underlying
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set forth detailed findings of fact
upon which the regulation is based.
No such order shall take effect prior
to the ninetieth day after its publica-
tion, unless the Secretary finds that
emergency conditions exist necessitat-
ing an earlier effective = date, in
which event the Secretary shall speci-
fy in the order his findings as to such
conditions.

{e) The Secretary may at any
time, upon his own initiative or upon
the request of any.interested person,
propose the issuance of a regulatlon
‘establishing a tolerance for a. pesti-
cide chemical or exempting it from
the necessity of a tolerance.

Thirty days after publication of
such a proposal, the Secretary may by
order publish' a regulation based upon
the proposal which shall become effec-
tive upon publication unless within

such thirty-day period a person who
has registered, or who has submitted -

an application for the registration of,
an economic poison under the Feder-

al Insecticide, Fungicide, and Roden-
ticide Act containing the pesticide
chemical named in the proposal, re-
quests that theé proposal be referred
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to an advisory committee. In the

event of such a request, the Secre- -

tary shall forthwith submit the pro-
posal and other relevant data ‘before
him to an advisory committee to be
appointed in accordance with subsec-
tion (g) of this section.

As soon as practicable after such
referral, but not later than sixty days
thereafter, unless extended as herein-
after provided, the committee shall,
after independent study of the data
submitted to it by the Secretary and
other data before it, certify to the
Secretary a report and recommenda-
tions on the proposal together with

all underlying data and a statement .
of the reasons or basis for the re- -

commendations.

The sixty-day period prov1ded for
herein may ve extended by the advi-
sory committee for an additional
thirty days if the advisory committee
déems this necessary.
days after such certification, ‘the
Secretary may, after giving due con-
sideration to all data before him, in-
cluding such report, recommendations,
underlying data and statement, by
order publish a regulation establish-
ing a tolerance for the pesticide
chemical named in the proposal or ex-
empting it from the necessity of a

tolerance which shall become effective

upon publication. Regulations issued
under this subsection shall upon pub-
lication be subject to paragraph (5)
of subsection (d).

(f) All data submitted to the
Secretary or to an advisory commit-
tee in support of a petition under this
section shall be considered confiden-
tial by the Secretary and by such ad-
visory committee until publication of
a regulation under paragraph (2) or
(3) of subsection (d) of this section.
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Until such publication, such data shall
not be revealed to any person other
than those authorized by the Secre-
tay or by an advisory committee in
the carrying of their official duties
under this section.

(g)" Whenever the referral of a

petition or proposal to an advisory
committee is requested  under this
section, or the Secretary otherwise
deems such referral necessary, the
Sceretary shall forthwith appoint a
committee of .competent experts to
review the petition or proposal and
to make a report and recommenda-
tions thereon.

' Each such advisory committee shall
be composed of experts,: qualified in

the subject matter of the petition and -

of adequately diversified ' professional
background selected by the National
Academy of Sciences and shall include
one or more representatives from
land-grant colleges. The size of-the

committee shal be determined by the

Secretary. Members of an- advisory

committee shall receive as compensa-’

tion for their services a reasonable
per diem, which the Secretary shall
by rules and regulations prescribe,
for time actually spent in the work
of the committee, and shall in, addi-
tion bz reimbursed for their neces-
sary traveling and subsistence ex-
penses. while so serving ‘away from
their placés of residence. The mem-
bers shall not be subject to any other
provisions of law regarding the ap-
pointment and compensation of em-
ployees of the United States. The
Secretary shall furnish the committee
with adequate clerical and other as-
sistance, and shall by rules and regu:

lations prescribe the procedures to be

followed by the committee.

(h) A person who has filed a peti-
tion or who has requested the referral

s
Fio2 el paRt ikflel = e
= A

W EfTehrl Asked AR F Ll ¥
FAAE Wil AL L Esl ek

(p) HMZEB S W BB REXIT

o] Afgel oA Ekd ok REe| o9zt
%z;nrcol 2hgEsk et ek W QA
| ] EEO Jﬂ)éﬁ”\'ﬂ] e i&%" ufs}

ol BEE ol ool YR HIF
% {Eayshel ok et
% BMERGE WA MY pEe A
PEAGE ISR Sk B RF ok 7o vl ol 4] SRS
“'f”UH?ﬂ % BRAES) RS 2T A g
j\Fﬂoﬂ A 5]—,<].EL ttt —[—,(]-ELQ] ﬁ;ﬁ-‘;‘—
a4 A0k ok, EALY HHE EEol
/x 18
HUERLERS T HTol gl BE
0 el Ko = WS & . Rl
Bish A REol Al °i weke M4 H
ﬂ:ﬁL wow BEE BHE o A EH
e sS4l TR kAL AETel %
hfé"’ wich BRL AREY WA
A
ek BEE 55 ol Foorat
E ﬁfﬂz BEE WALl S Ml et
=} :57]" HY'S]’L‘ FHE iﬁﬁl‘_’tﬂ"c“] ol gte}.

l:J

(h) FEE-S 4R Abgho)uh HR%o] AiE
Wizl o3t BMERR HE2A L =



cf a proposal to an advisory commit-
‘tee in accordance with the provision
of this section, as well as representa-
tives of the Department of Health,
Education, and Welfare, shall have
the right to consult with any advi-
sory committee provided for in sub-
section (g) in connection with the
petition or proposal.

(i) (1) In a case of actual contro-

versy as to the validity of any order’

under subsection. (d) (5), (e), or
(1) any person who will be adversely
affected by such order may obtain
judicial review by filing in the Unit-
ed States Court of Appeals for the cir-
cuit wherein such person resides or
has his principal place of business, or
in the United States €ourt of Appeals
for the District of Columbia Circuit,
within 60 days after entry of such
order, a petition praying that the
the order be set aside in whole or
in part.

(2) In the case of a petition with
respect to an order under subsection
(d) (5) or (e), a copy of the peti-
tion shall be forthwith t{ransmitted by
the clerk of the court to the Secre-
tary, or any officer designated by him
fcr that purpose, and thereupon the
Secretary shall file in the court the
record of the proceedings on which
he based his. order, as provided in
section 2112 of title 28, United States

order be set aside in whole or in‘

part. .
Code. Upon the filing of such peti-
tion, the court shall have exclusive
jurisdiction to affirm or set aside the

order complained of in whole or in

part. The findings of the Secretary

with respect to questions of fact shall
be sustained if supported by substan-
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Until such publication, such data shall
not be revealed to any person other
tharn those authorized by the Secre-
tay or by an advisory committee in
the carrying of their official duties
under this section.

(g) Whenever the reterral of a
petition or proposal to an advisory
committee is requested wunder this
section, or the Secretary otherwise
deems such referral necessary, the
Sceretary shall forthwith appoint a
committee of competent experts to
review the petition or proposal and
to make a report and recommenda-
tions thereon. '

Each such advisory committee shall
be composed of experts, qualified in
the subject matter of the petition and
of adequately diversified professional
background selected by the National
Academy of Sciences and shall include
one or more representatives from
land-grant colleges. The size of - the
committee shal be determined by the
Secretary. Members of an advisory
committee shall receive as compensa-
tion for their services a reasonable
per diem, which the Secretary shall
by rules and regulations prescribe,
for time actually spent in the work
of the committee, and shall in addi-
tion b2 reimbursed for their neces-
sary traveling and subsistence ex-
penses. while so serving away from
their placés of residence.
bers shall not be subject to any other
provisions of law regarding  the ap-

pointment and compensation of em-:

pIo‘yeesk of the United States. The
Secretary shall furnish the committee
with adequate clerical and other as-
sistance, and shall by rules and regu-
lations prescribe the procedures to be
followed by the committee.

(h) A person who has filed a peti-
tion or who has requested the referral

The mem-
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cf a proposal to an advisory commit-
‘tee In accordance with the provision
of this section, as well as representa-
tives of the Department of Health,
Educatiocn, and Welfare, shall have
the right to consult with any advi-
sory committee provided for in sub-
section (g) in connection with the
petition or proposal.

(i) (1) In a case of actual contro-
versy as to the validity of any order
under subsection .- (d) (5), (e), or
(1) any person who will be adversely
affected by such order may obtain
judicial review by filing in the Unit-
ed States Court of Appeals for the cir-
cuit wherein such person resides or
has his principal place of business, or
in the United States Court of Appeals
for the District of Columbia Circuit,
within 60 days after entry of such

order, a petition praying that the
‘the order be set aside in whole or
in part.

(2) In the case of a petition with
respect to an order under subsection
(d) (5) or (e), a copy of the peti-
tion shall be forthwith transmitted by
the clerk of the court to the Secre-
tary, or any officer designated by him
for that purpose, and tlereupon the
Secretary shall file in the court the
record of the proceedings on which
he based his. order, as provided in
section 2112 of title 28, United States
order be set aside in whole or in
part.

Code. Upon the filing of such peti-
tion, the court shall have exclusive
jurisdiction to affirm or set aside the
order complained of in whole or in
part. The findings of the Secretary

with respect to questions of fact shall
be sustained if supported by substan-
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tial evidence when considered on the

record as a whole, including any re-
port and recommendation of an ad-
visory committee.

(3) In the case of a petition with
respect to an order under subsection
(1), a copy of the petition shall "be
forthwith transmitted by the clerk of
the court to the Secretary of Agri-
culture, or any officer designated by
him for that purpose, and thereupon
the Secretary shall file in the court
the record of the proceedings on
which he based his ‘order, as provid-
ed in section 2112 of title 28, United
States Code. Upon the filing of such
petition, the court shall have exclu-
sive jurisdiction to affirm or set.aside
the order complained of in whole or
in part. The findings of the Secre-
tary with respect to questions of fact
shall be sustained if supported by
substantial evidence when considered
on the record as a whole.

(4) If application is made to the
court for leave to adduce additional
evidence, the 'court may order such
aditional evidence to be taken before
the Secretary of Health, Education,
and Welfare or the Secretary of Agri-
culture, as the case may be and to
be adduced upon the hearing in such
manner and upon such terms and
conditions as to the court may seem
proper, if such evidence is material
and there were reasonable grounds
for failure. to adduce such evidence
in the proceedings below.

The Secretary of Health, Education.
and Welfare or the Secretary of

Agriculture, as the case may be, may
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modify his findings as to the facts and
order by reason of the additional
evidence so taken, and shall file with
the court such modified findings and
order.

(5) The judgment of the court
afirming or setting aside, in whole or
in part, any order under this section
shall be final, subject to. review by

the Supreme Court of the United

States upon certiorari or certification
as provided iIn section 1254 of title
28 of the United States Code. The
commencement of proceedings under
this section shall not, unless speci-
fically ordered by the -court to the
contrary, operate as a stay of an
order. The court shall advance on
the docket and expedite the disposi-
tion of all causes filed therein punsn-
ant to this section. ‘

(j) The Secretary may, upon the
request of any person who has ob-
tained an experimental permit for a

pesticide chemical under the Federal

Insecticide, Fungicide, and Rodenti-
cied Act or upon his own initiative,
establsh a temporary tolerance for the
pesticide chemical for the uses cover-
ed by the .permit whenever in his
judgment such action is . deemed
necessary to protect the public health,
or may temporarily exempt such
pesticide chemical from a tolerance.
In establishing such a tolerance, the
Secretary shall give due regard to the
necessity for experimental work in

developing an adequate, wholesome,

and cconomical food supply and to
the limited hazard to the public
health involved in such work when

conducted in accordance with applic-
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able - regulations - under the
nsecticide, Fungicide, and Rodenti-
cide Act.. '

(k) Regulations affecting pesticide
chemicals in or on raw. agricultural
commodities which are promulgated
under the  authority of section 406
(a) upon the basis of public hearings
instituted before January 1, 1953, in
accordance with section 701(e), shall
be deemed to be regulations under
this section and shall be subject to
amendment or repeal ‘as provided in
subsection (m).

(1) The Secretary of Agriculture,
upon’ request of any person who has
registered, or who  has submitted an
application for the registration of, an
economic poison under the Federal
Insecticide, Fungicide,- and Rodenti-
cide Act, and whose request is ac-

companied by a copy of a petition.

filed by such pcrson under subsec-
tion (d) (1) with respect to a pesti-
cide chemical which constitutes, or is
an ingredient of, such economic poi-
son, shall, within thirty days or with-
in sixty days if upon. notice prior to
the termination of such .thirty days
the Secretary deems it' necessary to
postpone action for such period, on
the basis of data before him, either—
(1) certify to the' Secretary of
Health, Education; and Welfare

that such pesticide chemical is
useful. for the purpose for

which a tolerance or exemption

is sought; or

(2) notify the person requesting
the - certification of his proposal
to certify that the pesticide
chemical does not appear to be
useful for the purpose for
which a tolerance or exemp-
tion is sought, or appears to be
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Rl AR RE ol

CER

(k) #£7014% (e) 3Holl ¢l5hed 19534, 13
L BEARG 3l Ags@ol A 5 406
o ()38 RO 2 AMiFal gl o fpety
Kol Soll AL B Jats =
T B Rl ke BRIoE
Se] (m)IEel HEd BE Y Bk %t
%ol s}

) BBRE-e "EIBREA, BEE, B
HARE) o ke SF L B9 BES & 4
ol vt EHE et x}al— o Bl wheb

/‘1 Eg 2 EiFel o] dhRe ik ke

& Wt AY 2 FRHE #5AshE  3Rol
Bsi A (d)zE (1)l J.LWBH’H Ris B

Aol #iffslel 9o 30HA o]k o] 30
o] Evl7]l Aol EEOI LEEstcka  FRESE
o JERT AL AR 60HFolo]  fRHH
ol o] el 2]l A

) %f@%‘(ﬁ@JﬁéEEﬂ & o] o 2
w3 FRb RS d &

!
& BEL ,
HiE s 1 Hashebn s AL
shefol ek mE

(2) OIS Fkshe AdolA 2 s
PRIV kot EEE mole H Y=
wrerkest

Bl o ERE L 9t Bk o
shxl kel A fster 4 A5 nal b 4 I



useful for only some of the
purposes for which a tolerance
or- exemption is sought.

In the event that the  Secretary of
Agriculture takes the action describ-
ed in clause (2) of the preceeding
sentence,
certification, within one week after
receiving the proposed certification,
may either (A) refuest the Secretary,
of Agriculture to certify to the Secre-
tary of Health, Education, and Wel-
fare on the basis of the proposed
certification; (B) request a hearing
on the proposed certification or the
parts thereof objected to; or (C) re-
quest both such certification and hear-
ing. If no such action is taken, the
Secretary may by order make the cer-
tification. as proposed.

In the event that the action de-
scribed in clause (A) or (C) is taken,
the Secretary shall by order make
the certification as proposed with
respect to such parts thereof as are
requested.

In the event a hearing is request-
ed, the Secretary of Agriculture shall
provide opportunity for a prompt
hearing. The certification of the
Secretary of Agriculture as the re-
sult of such hearing shall be made by
order and shall be based only on sub-
stantial evidence of record at the

hearing and shall set forth detailed

findings of fact. In no event shall the
time -elapsing between the making of
a request for a certification wunder
this subsection and final certification
Ly the Secretary of Agriculture ex-
ceed one hundred and sixty days.
The Secretary  shall submit to the
Secretary of Health, Education, and
Welfare with any certification of use-
fulness under this subsection an
gpinion,” based on the data before
him, whether the tolerance or exemp-
tion proposed by the petitioner rea-

the person requesting the’
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sonably . reflecis the amount 'of re-
" sidue likely to result when the pesti-
cide chemical is used in the man er
proposed for the purpose for which
the certification is nade. The Secre-
tary of Agriculture, after due notice
and opportunity for public hearing, is
authorized to promulgate rules and
regulations for carrying out the pro-
~visions of this. subsection.

(m) The Secretary .of Health, Edu-
cation, and Welfare shall prescribe by

regulations the procedure by which

regulations under this section may be
amended or repealed, “and such proce-
dure shall conform ' to the procedure
provide in this section for the pro-
mulgation of regulations establishing
tolerances, -incluing the appointment
of advisory committees and the proce-
dure for referring petitions to such
committees.

(n) The provisions of section 303
(c) of the Federal Food, Drug, .and
Cosmetic Act with respect to the fur-
nishing . of guaranties shall be applic-
able to raw agriculture commodities
covered by this section.

(o) The Secretary of Health, Edu-
cation, and Welfare shall by regula-
tion require. the payment of such
fees as will in the aggregate, in the
judgment of the Secretary, be suffici-
ent over a reasonable term to pro-
v1de eqmp, and maintain an ade-
quate service for the performance of
the Secretary’s functlons under this
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section. Under such regulations, the
performance of the Secretary’s ser-
vices or other - functions pursuant to
this section, including any one or
more of the following, may be con-
ditioned upon the payment of such
fees: (1) the acceptance of filing of a
petition submitted under subsection
(d); (2) the promulgation of a regu-
lation establishing a tolerance, or an
exemption from the necessity of a
tolerance, under this section, or the
amendment or repeal of such a regu-
lation;. (3) the referral of a petition
or proposal under this section to an
advisory committee; (4) the accep-
tance for filing of objections under
subsection (d) (5); or (5) the certi-
fication and filing in court of a trans-
cript of the proceedings and the re-
cord under subsection (i) (2). Such
regulations may further provide for
waiver or refurd of fees in whole or
in part when in the judgment of the
Secretary such waiver or refund is
equitable und not contrary to the
purposes of this subsection.

‘This Act shall take effect upon th=
date of its enactment [July 22, 1954]
except that with respect to pesticide
chemicals for which tolerances or ex-
emptions have ‘not been established
under section 408 of the Federal Food,
Drug and ' Cosmetic Act, the amend-
ment to section 402(a) of such Act

made by section of this Act shall not

he effective—

(1) for the period of one year fol-
lowing the date of the enact-
ment of this Act; or .

(2) for such additional period fol-
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lowing such period of one year,
but not extending beyond two
years after the date of the en-
actment of this Act, as the
Oecretary of Health, Educa-

tion, and Welfare may pre-
scribe on the basis of a finding
that conditions exist which

necessitate the prescribing of
" such additional period.

(B B 2 &2 @E A= obm) r,}. _

Food Additives

B & R

Unzafe Food Additives

Sec. 409 [343] (a) A food addi-
tive shall, with respect to any parti-
cular. use., or intended use of such
additives, be deemed to be unsafe
for the purposes of the application of
clause (2) (C) cf section 402(a), un-
less—- : '

(1) it and its us®> or intended use

“conform to the terms of an ex-
emption which is in effect pursu-
ant to subsection
section; gr-

(2) there is in- effect, and it and its
~ use or intended use are in con-
formity with, a regulation2issued
under - this section prescribing the

conditions under which such ad-

ditive may be safely used.
While such a regulation relating to a
food additive is in effect, a food shall
not, by reason of bearing or contain-
ing such an additive in accordance
with the regulation, be considered
adulterated within the meaning of

(i) of this
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clause (1) of section 402(a).

Petition To Establish Safety
(b) (1) Any person may, with re-
spect to any intended use of a food

additive, file with the ' Secretary a
petition proposing the issuance of a

regulation préscrlbmg the conditions

under which such - additive may be
safely used.

(2)  Such petition shall, in addition
to any explanatory. or supporting
data, contain— '

(A) the name and all pertinent in-
formation concerning such' food
additive, including, where avail-
able, its chemical ' jdentity and
composition;

(B) a statement of the conditions of
the proposed use of such addi-
tive, including all directions, re-
commendations, and suggestions
proposed for the use of such ad-
ditive, and including specimens

of its proposed labeling;

{C) all relevant data bearing on the
physical or other technical effect
such additive is intended to pro-
duce, and the quantity of such
additive required to produce
such effect;

(D) a description of practicable meth-

ods for determining the quantity

of such additive in or on food,
and any substance formed in or
on food, because of its use; and

(E) full reports of investigations made
with respect to the safety for
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use of such additive, including
full information as to the meth-
ods and controls used in con-
ducting such. investigations.

(3) Upon request of the Secretary,
the petitioner shall furnish (or, if the
petitioner is not the manufacturer of
such additive, - the -petitioner shall
have the manufacturer of such addi-
tive furnish, without disclosure to the
petitioner), a full description of the
methods used in, and the facilities and
controls used for, the production of
such additive. ' '

(4) Uron request of the Secretary,
the petitioner shall furnish samples of
the food additive involved, or articles
used as components thereof, -and of
the food in or on which the additive
is proposed to be used.

(5) Notice of the regulation pro-
posed by the petitioner shall be pub-
lished in general terms by the Secre-
tary within thirty days after filing.

Action On The Petition

(c) (1) 'The beéretary shall— .
(A) by order establish a regulation
(whether or not in accord with

that proposed by the petitioner).

prescribing, with respect to one
or more proposed uses of the
food additive involved, the con-
ditions undsr which such. addi-
tive may be safely used (includ-
‘ing, but not limited to, specifica-
tions as to the particular food
or classes of food in or on which
such additive may be used, the
maximum quantity which may
be used or permitted’ to remain

in or on such food, the manner -

in which such additive may be
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added to or used in or on such
focd, and any directions or other
labeling or packaging require-
ments for such additive deemed
necessary by him to assure the
safety of such wuse), and shall
notify the petitioner of such
order and  the reasons for such
action; or

by order deny the petition, and
 shall notify the petitioner of
such order and of the reasons for
such action.

(2) The order required by para-
graph (1) (A) or (B) of this subsec-
tion shall be issued within ninety days
after the date of filing of the peti-
tion, except that the Secretary may
(prior to such ninetieth day), by
written notice to the petitioner, ex-
tend such ninety-day period to such
time (not more than one hundred
and eighty days after the date of
filing of the petition) as the Secre-
tary deems necessary to enable him
to study and investigate the petition.

(3) No such regulation shall issue
it a fair evaluation of the data be-
fore the Secretary—

(B)

(A) fails to establish that the pro--

posed use -of the food additive,
under the conditions of ~ use
to be specified in the regula-
tion, will be safe: Provided, That
no - additive’ shall be deemed to
be safe if it is found to induce
cancer when ingested by mah or
animal, or if it is found, after
tests which are appropriate for
the evaluation of the safety of
food additives, to induce cancer
~ in man or animal, except that
this proviso shall not apply with
respect to the use of a substance
as an ingredient of feed for ani-
mals which are raised. for food
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production, if the Secretary
finds (i) that, under the condi-
tions of use and feeding specified
in proposed labeling an reason-
ably certain to be followed in
practice, such additive will not

adversely affect the animals for

which such feed is intended,and (ii)
that no residue of the additive
will be found (by methods of

examination prescribed or ap-.

proved by the Secretary by re-
gulations,  which regulations
shall not be subject to subsec-

tions (f) and {(g) in any edible
portion of such animal after
‘slaughter or in any food yielded
by or derived from the living
animal; or

(B) shows that the proposed use of
the additive would promocte de-
ception of the consumer in vio-
lation of this Act or would other-
wise result in adulteration or in
misbranding of food  within the
meaning of this Act.

(4) I, in the judgment of the
Secretary, based upon a.fair evalua-
tion of the data before him, a toler-
ance limitation is required in order
to assure that the proposed use of an
additive will be safe, the Secretary—
(A) shall not fix such tolerance limi-

-tation at a level higher than he
finds to be reasonably required

to accomplish the physical or °

other technical effect for which
such additive is intended; and
{B) shall not -establish a regulation
for such proposed use if he finds
upon a fair evaluation of the
data before him that such data
do not establish that such use

would accomplish the intended.
physical or other technical effect. -
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(5) In determining, for the pur-
poses of this section, whether a pro-
posed use of a food additive is safe,
the Secretary shall consider among
.other relevant factors—

(A) the probable
additive and of any

consumption of the
substance

formed in or on food because of

the use of the additive;
(B) the cumulative effect of such ad-

ditive in the diet of man or ani-
mals, taking into account any
chemically or pharmacologically
related substance or substances
in such diet; and’

(C) safety factors which in the opin-
ion of experts qualified by
scientific training and experience
to evaluate the safety of food ad-
ditives are generally recognized
as appropriate for the wuse of
animal experimentation data.

Reguiation Issued

On Secretary’s |anitiative

(d). The Secretary  may at any
time, upon his own  initiative,
pose the issuance of a regulation pre-
scribing, with respect to any particu-
lar use of a food additive, the condi-

tions under which suck additive may

be safely used, and the reasons there-
for. After the thirtieth day following
publication of such a proposal, the
Secretary may by order establish a
regulation based upon the proposa

pro-
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Publication And Effective
Date Of Ordars

{e¢) Any order, including any re-
gulation established by such order,
_issued under subsection (c) or (d)
of this section, shall be published and
shall be effective upon publication,
but the Secretary may stay such ef.
fectiveness if, after issuance of such
order, a hearing is sought with respect
to such order pursuant to subsection

¢9)

Objaction And Public Hearings

(f) (1) Within thi;‘ty_ days after
publication of an order made pursuant

to subsection (¢) or (d) of this sec-
tion, any person adversely affected by
such an order may file objections.
thereto with the Secretary, specifying
with particularity the provisions of

the order deemed objectionable, stat~

ing reasonable grounds therefor, and
requesting a public hearing upon such
objections. The Secretary shall, after
due nptice, ' as promptly as possible
hold such public hearing for the pur-
pose of receiving evidence relevant
and material to the issues raised by
such objections. As soon as practic-
able after completion of the hearing,
the Secretary shall by order act upon
such objections and make such order
public. ‘

(2) Such " order shall pe based
upon a fair evaluation of the entire
record at such hearing, and shall in-
clude a statement setting forth in de-
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tail the findings and conclusions upon
which the order is based.

(3) The Secretary. shall specify in
the order the date on which it shall
take effect, except that it shall not
be made to take effect prior to the
ninetieth day affer its publication, un~
less the Secretary finds that emer-
sency conditions exist necessitating an
carlier effective date, in which event
the Secretary shall specify in the
order his findings as to such condi-
+ions. '

Judicial Review

(g) (1) In a case of actual con-
troversy as to the wvalidity of any
order issued under subsection (f), in-
cluding any order thereunder with
respect to amendment or repeal of a
regulation issued under this section,
any person who will be adversely af-
fected by such order may @ obtain
judicial review by filing in the United
States Court of Appeals for the circuit
wherein such person resides or has
his principal place of business, or in

the United States Court of Appeals

for the District. of Columbia Circuit,
within sixty days after the entry of
such order, a petition praying that
the order be set aside in whole or in
part.

(2) A copy of such petition shall
be forthwith transmitted by the
clerk of the court to the Secretary,or
any cfficer designated by him for that
purpose, and thereupon the Secretary
shall file in the court the record of
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the proceedings on which he based
his order, as provided . in section 2112
of title 28, United States Code. Upon
the filing of such petition the court
shall have jurisdiction, which upon
the filing of the record with it shall
be exclusive, to affirm or set aside
the order complained of in whole or
‘in part. Until the filing of the record
the Secretary may modify or set aside
his order. The findings of the Secret-
ary with respect to questions of . fact
shall be sustained if based upon a
fair evaluation of the entire record
at such hearing. The court shall ad-
vance on the docket and expedite the
disposition of all causes filed therein
pursuant to this section.

(3) The court, on such judicial
review, shall not sustain the order of
the Secretary if he failed to comply

with any requirement imposed on him’

by subsection (f) (2) of this section.

(4). If application is made to the
court for leave to adduce additional
evidence, the court may order such
additional evidence to be taken be-
fore the Secretary and to be adduced

upon the hearing ir such manner and

upon such terms and conditions as
the court may seem proper, if such
evidence is material and there were
reascnable grounds for failure. to ad-
duce such evidence in the proceedings
below. The Secretary may modify his
findings as to the facts and order by
reason of the additional evidence so
taken, and shall file with the court
such modified findings and order.
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(3) The judgment -of the court
affirming or setting aside, in whole or
in part, any order under this section
shall be final, subject to review by
the Supreme Court of the United
States upon certiorari or certification

as provided in section 1254 of title

28 of the United ‘States Code. The
commencement of proceedings under
this section shall not, unless specifical-
ly ordered by the court to the con-
trary, operate as a stay of an order.

Amendment Or
Repeal Of Regulations

(h) The Secretary shall by regula-
tion prescribe the procedure by which
regulations under the foregoing pro-
visions of this section may be amend-
ed or repealed, and such procedure
shall conform to the procedure pro-

vided in this section for the promulga-

tion of such regulations.

Exempiion For Investigational Use

(i) Without regard to subsections
(b} to (h), inclusive, of this sectior,
the Secretary shall by regulation pro-
vide for exempting from the require-
ments of this section any food addi-
tive, and any food bearing or contain-
ing such additive, intended solely for
investigational use by qualified ex-
perts when in his opinion such ex-
emption is consitent with the public
health.
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Effective Dates

(a) Except as provided in subsec-
tions (b) and (c¢) of this section, this
Act shall take effect on the date of
its enactment [September 6, 1958].

(b) Except as provided in subsec-
tion (c¢) of this section, section 3 of
this Act [amending sections 402(a)
and 406, and inserting section 409]
shall take effect on the one hundred
and eightieth day after the  date of
enactment of this Act.

(c) With respect to any particular
commercial use of a food additive, if

such use was made of such additive
before January 1, 1958, section 3 of

this Act shall take effect—

(1) either (A) one year after the ef-
fective date estabhshed in sub-

section (b) of this sectxon or (B’
at the end of such additional
period (but not later than  two
years from such efféctive date
established in subsection (b) as
the Secretary of Health, Educa-
tion, and Welfare may prescribe
on the basis of a finding - that
such extension involves no undue
risk to the public health and that
conditions exist which necessitate
the prescribing of such an addi-
tional period, or

(2) on the date on which an order
with respect to such wuse under
section 409 of the Federal Food,

Drug, and Cosmetic 'Act becomes

effective, whichever date first
occurs.
[Transitional Provisions Ainendment
of 1961.

Whenever the Secretary has, pur-
suant to clause (1)(B) of this sub-
section, extended the effective date
of section 3 of this Act to March 5,
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1961, or has on that date a request
for such extension pending before him,
with respect to any such particular
use of a food additive, he may, not-
withstanding the parenthetical time
limitation in that clause, further ex-
tend such effective date, not beyond
June 30, 1964, under the authority
of that clause (but subject to clause

(2) ) with respect to such use of the
additive (or a more limited specified
use or uses thereof) if, in addition to
making the findings required by clause
(1) (B),
action to determine the applicability
of such section 409 to such use or
uses, or to develop the scientific data
necessary for action under such sec-
tion, was commenced by an interested
person before March 6, 1960, and was
thereafter pursued with reasonable
diligence, and

(ii) that in the Secretary’s judge-
ment such extension is consistent with
the objective of carrying to comple-
tion in good faith, as soon as reason-
ably practicable, the scientific investi-

gations necessary as a basis for action -

under such section 409.

‘The
terminate an exténsion so granted if
he finds that it should not have been
granted, or that by reason of a change

in circumstances the basis for such
extension no longer exists, or that
there has been a failure to comply
with a requirement for submission of

progress reports or with other con-

ditions attached to such extension.]

he finds (i) that bona fide -

Secretary may at any time
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CHAPTER VI

- GENERAL

ADMINISTRATIVE PROVISIONS

BLE —ITBEE

Reguiations and Hearings

Sec. 701 [371]. (a) The authority
to promulgate regulations for the ef-
ficient enforcement  of this Act, ex-
cept as otherwise provided in this sec-
tion, is hereby vested in the Secretary.

(b) The Secretary of the Treasury

and the Secretary of Health, Educa- -

tion, and Welfare shall jointly pre-
scribe regulations for the efficient en-
forcement of the provisions of section
801, except as otherwise provided
therein. Such regulations shall be
pormulgated in such manner and take
effect at such time, after due notice,
as the Secretary of Health, Education,
and Welfare shall determine.

(c) Hearings authorized or re-
quired by this Act shall be conducted
by the Secretary or such officer or em-
ployee as he may designate for the
purpose.

(d) The: definitions and standards
of identity promulgated in accordance
with the. provisions of the Act shall
be effective for the purposes of the
enforcement of - this Act, notwith-
standing such definitions and stand-
ards as may be contained in other
laws of the United States and regu-
lations promulgated thereunder.

(e) (1) Any action for the issu-
ance, amendment, or repeal of any
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regulation under: section 401, 403(j),
404(a), 406, 501(b), or 502 (d) or
(h) of this Act shall be begun by a
proposal made (A) by the Secretary
on his own initiative ,or (B) by peti-
tion of any interested person, show-

ing reasonable grounds therefor, filed -

with the Secretary. The Secretary
shall publish such proposal.and shall
afford all interested persons an op-

portunity to present their views there-

on, orally or in writing. As soon as
practicable thereatfer, the Secretary
shall by order act upon such proposal
and shall make such order public.
Except as provided in paragraph

(2), the order shall become effectvi¢ .

at such time as may be specified
therein, but not prior to the day fol-
lowing the last day on which objec-
tions may be filed under such parag-
raph.

(2) On or before the thirtieth day
after. the date on which an order en-
tered under paragraph (1) is made
public, any person who will be adv-
ersely affected by such order if placed
in effect may file objections thereto
with the Secretary, specifying with
particularity the provisions of the
order deemed objectionable, stating

the grounds therefor, and requesting

a public hearing upon such objections.
Until final action upon such objec-
tions. Until final action upon such
objections is taken by the Secretary
under paragraph (3), the filing of
such objections shall operate to stay
the effectiveness of those provisions
of the order to which the objectiong
are made, As soon as practicable

after the time for filing objections has
expired the Secretary shall publish a
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notice in the Federal Register specify-
ing those parts of the order which
have been stayed by-the filing of ob-
jections and, if no objections have
been filed stating that fact.

'(3) ‘As soon as practicable after
such request for a public hearing, the
Secretary, after due notice, shall hold
such a public hearing for the purpose
of receiving evidence relevant' and
material to the issues raised by such
objections. At the hearing, any in-
terested person may be heard in per-
son or by representative. As soon as
practicable after completion of the
the hearing, the Secretary shall by
order act upon such objections and
make such order public. .Such order

shall be based only on substantial evi- -

dence of record at such hearing and
shall set forth, as part of the order,
detailed findings of fact on which the
order is based. ' The Secretary shall
specify in the order the date on which
it' shall take effect, except that it
shall not be made to take effect prior
to the ninetieth day, after its publi-
cation unless the Secretary finds that’
emergency conditions exist necessitat-

ing an earlier effective date, in which |

event the Secretary shall specify in
the order his findings as to such
conditions.

(f) (1) in a case of actual controversy
as to the validity of any order under
_subsection (e), any person who will

be adversely affected by such order.

if placed in effect may at any time
prior to the nietieth day after such

order is issued file a petition with the
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Circuit Court of Appeals of the United
States for the circuit wherein such
person resides or has his principal
place of business, for a judicial review
of such order. A copy of the petition

shall be forthwith transmitted by

the clerk of the court to the Secretary -

or other officer designated by him
for that purpose. The Secretary there-
uvon shall file in the court the record
of the proceedings on which the Sec-
retary based his order, as provided in
section 2112 of title 28, United States
Code.

(2) If the petitioner applies to the
court for leave to adduce additional
evidence, and shows to the satisfac-
tion of the court that such additional
evidence is material and that there
were reasonable grounds for the

failure to adduce such evidence in the

proceeding before the 'Secretary, the
court may order such additional evi-
dence (and evidence In rebuttal there-
of) to be taken before the Secretary,
and to be adduced upon the hearing, in
such manner and upon such terms
and. conditions as to the court may
seem proper. The Secretary may
modify his findings as to the facts, or

make neyw findings, by reason of the

additional evidence, so taken, and he
shall file such modified or new find-
ings, and his recommendation, if any,
for the modification or setting aside
of his original order, with the return
of such additional evidence.

(3) Upon the filing of the petition
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referred to in paragraph (1) of this
subsection, the court shall have juris-
diction to affirm the order, or to set
it aside in whole or in part, tempo-
rarily or permanently.

if the order of the Secretary refuses
to issue. amend, or repeal a regulation
and such order is not in accordance
with law . the court shall by its judg-
ment order the Secretary to take ac-
tion with respect to such regulation,
in accordance with law The findings
of the Secretary as to the facts, if sup-
ported by substantial evidence, shall
be conclusive [now covered by U.S.C.
title 28, sec. 1254]

(4) The judgment of the ' court
affirming or setting aside, in whole
or in part, any such order of the
Secretary -shall be ‘final, subject to
review by the Supreme Court of the
United States upon certiorari or certi-
ficationn as provided - in sections 239
and 240 of the Judicial Code, as
amended

(5) Any action instituted under
this subsection shall survive notwith-
standing any change m the person
occupying the office of Secretary - or
any vacancy.in such office.

(6) / The . remedies provided for in
this subscction shall be in addition
0 and .rot in substitution for any
other remedies provided by law.

(g) A certified copy of the trans-
cript of the record and ' proceedings
under subsection (e) shall be furnish-
»d by the Secretary fo any interested
party at hls request, and payment of
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the costs thereof, and shall be admis-
sible in any criminal, libel for con-
demnation, exclusion of imports ,or
other proceeding arising under or in
respect to this. Act, irrespective of
whether proceedings with respect to
the order have previo sly been in-
stituted or become final under subsec-
tion (f).

[Regulation]  81.1 General re-
gulation. {a}) The provisions of
requlations promulgated under the
act with respect to, the doing of
any act shall be applicable also to
the causing of such act to be cone.

(b) The definitions and infer-
pretations of terms contained in
section 201 of the act shall be ap-
plicable also to such terms when
used in regulations promulgated

- under the act.
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