PUBLIC LAW 103-80—AUG. 13, 1993 107 STAT. 773

Public Law 103-80
103d Congress
An Act

To clarify and revise the small business exemption from the nutrition labeling Aug. 13, 1993
requirements of the Federal Food, Drug, and Cosmetic Act, and for other purposes. [H.R. 2900]

Be it enacted by the Senate and House of Representatives of

the United States of America in Congress assembled, mht:gl ;o
SECTION 1. SHORT TITLE. Education Act
This Act may be cited as the “Nutrition Labeling and Education yae dments of
Act Amendments of 1993”. 21 USC 301 note.
SEC. 2. SMALL BUSINESS EXEMPTION. 21 USC 343 note.

(a) APPLICATION OF EXISTING EXEMPTION.—

(1) BEFORE MAY 8, 1995.—Before May 8, 1995, the exemption
provided by section 403(qX5XD) of the Federal Food, A
and Cosmetic Act shall be available in accordance with the

tions of the Secre of Health and Human Services
lished at 21 C.F.R. 101. )(l)(l)(1993)

(2) AFTER MAY 8, 1995.—After May 8, 1995, the exemption
prowded by section 403( X5XD) of t-he Federal Food,

S50 Contaetio Act shall uly bo availibie With Tespect ts facd

when it is sold to consumers.

(b) NEw ExEMPTION.—Section 403(qX5) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. qX5)) is amended by
redesignating clauses (E) and (F) as clausee (F) and (G), respec-
tively, and by adding after clause (D) the foll c:wa-mgI

y(1"“)(1) the 12-month period for which an exemption
from subparagraphs (1) and (2) is claimed pursuant to this
subclaltl_::a the rlelq&ml;ements of such subparagraphs shall not apply

to any prod —

“I) the labeling for such product does not provide nutrition
information or make a claim subject to paragraph (r),

“(II) the n who claims for such product an exemption

from such ‘ﬁ:‘phn employed fewer than an average of
100 full-time equi

()“(Il"{)suchpersonpmn the notice described in subclause
111), an

=4 le) mththe case of a fwt‘ia productfwhlcl]:mhwu sold in
-month period preceding the period for w. an exemp-
tion was claimed, fewer than 100,000 umts of such pmduct
were sold in the United States during praoedin]ﬁ

1% month modopmced}f . Mﬁﬁ'fm““ 04 Sar Whish s ssurption

-mon or W exemp

mclmmed,pi;eel:verthanl ,000 units of such product are reason-
ably anticipated to be sold in the United States during the
period for which such exemption is claimed.
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mfer:s:& During thlt::a 12-month penod after the apphcable date
to in sentence,
{l)and(2}shallnotapplytoanym wh:dl: g:
mtroduoedmtomtershtecommambefoml!ay& 1994 if the
labeling for such product does not provide nutrition information
or make a claim subject to p (r),n‘suchpersonpmwded
thenohoedesmhedmsubch

unnﬁot.he lz-mmt.h pen reeedmg May 8, 1994,

the person w.

uct an exemphon

such sub phsemployodfewerthanma of300
full-time valent em‘!)loyoea and fewer than 600,

Ofs%d i the'ﬁ% mut}fuqmmns May 8, 1995

uring -mon! 5 3

the person who claims for s product an exemption from

such subpangmphl employed fewer than an awv of 300

ivalent em| Iloyeeu and fewer than 400, units

- )ductwu&mllz_mtheUmﬁStatesor e o
uring month Een preceding May y

“S.ih"“ﬁ“ e et R e & o

8 8 agra em wer an a

full-time s uivalent emp and fewer than 200, units

of suc.h uct wm 80) tha United States.

“(m) to in subclauses (i) and (ii) shall

be given to the Secre or to the beginning of the iod
duns;g which the m:;rgnnpnundar subclause (i) or (ii) mpt?:nhe
in effect, shall state that the person claiming such exemption for
a food roduct has com hod with the applicable requirements of
suhclauae (i) or (ii), and
“I) state the average number of full-time equivalent
employees such person employed during the 12 months preced-
ing the date such person claims such exemption,
“(Il) state the approximate number of units the person
clm:gxcﬁﬁ the exemption sold in the United States,
)ﬂtheexamphonmclmmedforafoodproductwhmh
was sold in the 12-month period preceding the period for which
the emmfhon was claimed, state the a pproximate number
of units of such product which were sold in the United States

ﬁenod., and, if the exemption is
foraioodproductwhl was not sold in such Noe;l;:gpe
stats the number of units of such product w
anticipates will be sold in the United States unng
t.he for which the exemption was claimed, and
E?Ir\‘n contain such information as the Secretary may require
erify the information required by the preceding provisions
ofth:ssubclame:ftheﬂmtaryhasqueshonedthevahdity
of such information.
Ifapemonlsmtunxm rter, hasfewerthan 10 full-time equiva-
lent employees, and m than 10,000 units of any food
uctmanyyear,suchpersonunotreqmredtoﬁleamhoe
or such product under this subclause fomw
“(iv) In the case of a person who ¢ an exemption under
subclause (i) or (ii), if, during the Yenod of such exemption, the
number of full-time eqmvalant of such n exoaeds
the number in such subclause or 1f number u%c
sold in the United States exceeds the number in such subclause,
such exemption shall extend to the expiration of 18 months after
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the date the number of full-time equivalent employees or food
products sold exceeded the applicable number.

P b A g b alrsongrand sogd b g
merce tion
theemloyeeornmtsoffoodpmductaroqmmentofmbclaule
(i) if the Secretary determines that the cost of compliance with
such lower requirement will not plaee an undue burden on persons
subject to such lower

“(vi) For purposes of aubclauses @), (i), (iii), (v), and (v)}—

“I) the term ‘unit’ means the pac]mgmgnr,lft.hm
no packaging, t.heformmwhxchafoodpmductuoﬁ‘emd
for sale to consumers,

“(H)thaterm‘foodpmduct’meamfoodmanysuedpack-
age which is manufactured by a le manufacturer or which
bears the same brand name, which the same statement
of identity, and which has similar pre o?antmn methods, and

“(III) the term ‘person’ in the case eorporationimludea
all domestic and foreign affiliates of the corporation.”.

SEC. 3. TECHNICAL AMENDMENTS TO FEDERAL FOOD, DRUG, AND
COSMETIC ACT.

(a) REFERENCE.—Whenever in this section an amendment or
repeal is expressed in terms of an amendment to, or re of,
a section or other provision, the reference shall be consi to
be made to a section or other provision of the Federal Food, Drug,
and Cosmetic Act.

(b) SECTION 201.—Paragra (w), (x), (g) (z), (aa), (bb), (ec)
(dd), (ee), and (ff) of section 201 (21 U.S.C
as paragraphs (v), (w), (x), (y), (z), (aa), (bb), (cc), (dd), and (ee)
respectively. . *

(c) SECTION 301.—Section 301 (21 U.S.C. 331) is amended—

(1) in subsection (j), by striking out “721, or 708" and
inserting in lieu thereof “708, or 721”; and

(2) in subsection (n) by stnkmg out “412(d)” and inserting
in lieu thereof “412(e)”
(d) SECTION 302.—Section 302 (21 U.S.C. 332) is amended—

(1) in subsection (a), by stnkmg out “ and subject to”
and all that follows through “38

(2) in subsection (b), by out the second sentence.

(e) SECTION 303.—Section 303 (21 .8.C. 333) is amended by
redesignating the second subsection (e) and subsection (f) as sub-
sections (f) and (g), respectively.

() SECTION 304.—Section 304 (21 U.S.C. 334) is amended—

(1) in subsection (a)1), by striking out “: Provided, however,
mtno andimerhngin]ieuthemofapmodmd“No,

(2) in (;)ubueetmn (d)(l)t— That 3
triking out “: Provided, after” insert-
insinheuthereofapenodand“Aﬂ;er"
(B) by striking out “ Provided, however, That the”
msertmgmhauthamfnpenodmd"!‘he
(C)bystn.hnﬁu“t m.mfmm her, That where”
and mserhng and "Whare and
byltnhngout“theforegmnggmno andimertins
in lieu thereof “the preceding sentence”.

69-194 O - 94 - 26 : QL. 3 Part 1
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21 USC 335b.

PUBLIC LAW 103-80—AUG. 13, 1993
(g) SECTION 307.—Section 307(bX3XA) (21 U.S.C. 337(bX3XA))

is amended by striking out “Act” and inserting in lieu thereof

“section”.

(h) SECTION 401.—Section 401 (21 U.S.C. 341) is amended

by strik:i.nq“?:t “and/or reasonable standards of fill of container:
Provided, t no” and inserting in lieu thereof “or reasonable
standards of fill of container. No”.

O ) B stiking Ot % 8T s D ond of mbwcerevia
8 out a €] subparagrap.
(1) and (2) of paragraph (a) and inserting in lieu thereof a
period and by striking out “if it” at the beginning of subpara-
graph (3) of such paragraph and inserting in lieu thereof “If

(2) in aph (dX1), by striking out “: Provided, That
this chmeleE 5 inserting in lieu thereof “ exeept that this
subparagraph”, and

3) in ph (dX3), by striking out “ Provided, That
this clause” and inserting in lieu thereof “ excapt that this
subparagraph” and by striking out “: And promded further,

That the Secretary may, for the of avoiding or resolving
uncertainty as to the ap, hcahon of this clause” and inserting
in lieu thereof “, except that the , for the purpose

of avoiding or molving unoerl:amty as to application of
this subparagraph”.
(§)) SECTION 403.—Section 403 (21 U.S.C. 343) is amended—

(1) in pamﬁfaph (e), b out “: Provided, That”
and msertmgm eu thereof emept £,

(2) in paragraph (i), by striking out “ , other than those
sold as such” and inserting in lieu thereof “unless sold as
spices, flavorings, or such colors” and by striking out “ Pro-
vided, That, to the extent” and inserting in lieu thereof a

(Eg)and“l'otheexgeas' b t “ Provided, That

in par P out “ vi at”
o oty el brer” et | TS

in paragrapk ¥ g out “, r,
That” and inserting m lieu thereof “, except thnt"

(5) in paragraph (r)1XB), by stn]ung out “5(D)” and insert-
ing in lieu thereof “(5XD)”, and

(6) in paragraph (r)(&)(B) by st.nkmg out “subsection” and
inserting in lieu th aragraph'

(k) SECTION 408.—Section 408 (21 US.C. 346a) is amended—

(1) in subsection (a)1), by striking out “Secre of Health
andHumanSemoes”nndmserhngmhsuthe “Adminis-
trator of the Environmental Protection Agency (hereinafter in
this section referred to as the ‘Administrator’)”

(2) in subsection (dX5), %tatnkmg out “section 7(c) of
the Administrative Procedure 6U sec. 1006(¢c))” and
E:;em" ng in lieu thereof “section 556(c) of tltle 5, United States

(@) in subsection M, b stnk:l.tt;'g out “It the event” and
mse:('g;:gmheuthere?f;l% even ¢ “of the Federsl Food,
in subsection (n), by striking out “of the e

5)andCM%Ac(t) triking out “Secretary of Health
in 8 n (o 8 ou
and Human Services” eatc’ﬁplaeeitoecursandimertingin
lieu thereof “Administrator”, and
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(6) by striking out Secrel:a.rzr"ench place it occurs except
when followed by “of Agriculture” and inserting in lieu thereof
“Administrator”.
(1) SECTION 412.—Section 412(h) (21 U.S.C. 350a(h)) is amended

by striking out “(cX1XB),” and inserting in lieu thereof “(eX1XB)".
(m) (Sllgbcnon 502. ;E?ct)a(;;l ];532 (21 U.S.C. 353’)0 is m&d—
in paragra e striking out “ v rther,

That” and meartmg m thereof “, except that”,

(2) in Dtnkm& out £ Promded, That”
and msertmgm thereof ex

(3) in Ea.rag'raph ®), by tr&mg out Provided, That
the method d inserting in lieu thereof a nodand"l‘he
method” and by stnkm“g out “: Provided ﬁu'ther, That,” and
inserting in lieu thereof exnept that”, and
(4) in paragraph (n), by 8 out “ Provided, That”
and inserting in lieu thereof “, except that”.
(n) SECTION 505.—Section 505 (21 U.8.C. 355) is amended—
(1) in subsection G6XA)—
(A) by striking out “Secretry” in clause (ii) and insert-
ing in lieu thereof “Secretary”, and
(B) by inserting a comma after “Secretary” the first
time it appears in clause (iii).
(2)in s ion (kX1), by sm.kmﬁ:ut “ Provided, however,
That regulations” and inserting in lieu thereof a period and

“Bagu.latmna
(o) SECTION 506.—Section 506(a) (21 U.S.C. 356(a)) is amended
by striking out “Federal Security Administrator” and “Adminis-
trat:o;; each place it appears and inserting in lieu thereof “Sec-
e
(p) SECTION 507.—Section 507 (21 U.S.C. 357) is amended—
(1) in subsection (a), by striking out “Federal Security
Administrator” and “Administrator” each place it appears and
inserting in lieu thereof “Secretary”,
(2) in subsection (e)—
(A) by striking out “section 507" each place it occurs
and inserting in lieu thereof “this section”,
(B) by striking out “or 507” and inserting in lieu thereof
“m% sl?chomhngn od : Provided, That, fi
y 8 out “ v t, for purposes
in lieu thereof a penod and “For purposes”,
(3) in subsection (g)1), by 8 out “: Provi however,
That regulations” and inserting in lieu thereof a period and
“Regulations”, and
(4) in subsection (h), by striking out “507”.

(q) SEcTION 508.—Subsections (c) and (e) of section 508 (21
U.S.g. 358) are each amended by striking out “section 4 of the
Administrative Procedure Act (5 USC 1003)” and inserting in
lieu thereof “section 553 of title 5, United States Code”.

(r) SECTION 512.—Section 512 (21 U.S.C. 360b) is amended—

: det(in in subsection (cX2XAXii), by inserting “in” after “pro-

Vl kil

(2) in subsection (cX2)XFXi), by striking out “(CXiii)” and
inserting in lieu thereof “(DXiii)”,

(3) in subsection (cX2XH), by stnkmg out “subclause” the
first time it appears and inserting in lieu thereof “subclauses”,
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(4) in_subsection (dX1), b smhliﬁ out “subparagraphs
(A) thro (G)” and msertmgym ereof “ subparagraghs
(A) through (I)”, and
O ) by striking out “201(w)” in sub (BYiiXID
ou w m subparagra iiXII).
and {C)?i{)(l) inserting in tg::oo %0
(B) by striking out in the last sentence “(I'D" a.nd
in lieu thereof “(I)”.
(s) SECTION 513.—Section 513(b)(3) (21 US.C 3600(b)(3)) is
%%gg y striking out “6703(b)” and inserting in lieu thereof
(t) SECTION 515.—Section 515(c)2)A) (21 U.S.C. 360e(cX2XA))
is amended by striking out “refer such application”.
(u) SECTION 519.—Section 51%(a) (21 'U 8.C. 360:(11)) is amended
by Btﬁ'l(k?l)l;g‘ out “paragraph (4)” and inserting in lieu thereof “para-
e (v) SEcTiON 527.—Section 527(b) (21 U.S.C. 360cc(b)) is

l]‘5‘;‘1’(,1;) l:q,(ri striking out “507,” and inserting in lieu thereof
f2) in pngﬁ:ayh (1), by striking out “The” and inserting
in lieu the

(g)eds‘gzcﬂon 534. —tSechon A£t34{0(2) (21 US.C. 360& u}
amen triking out “this and inserting in lieu reo
“the Public Health Service Act”.

(x) SECTION 601.—Section 601(a) (21 U.S.C. 361) is amended
by stn.lmtnﬁ:ut “ Provided, That this” and inserting in lieu thereof
“ except t this”,

(y?SECI‘lON 701.—Section 701 (21 U.S.C. 371) is amended—

(1) in subsection (eX1), by striking out the period after
tions)” the second time 1t occurs, and
(2) in subsection (f}4), by smhdg out “sections 239 and

240 of the Judicial Code, as amen and inserting in lieu

thereof “section 1254 of title 28, United States Code”.

(z) S(%:.‘I;ON 703. 4ect:on 703 (21 U%& 373)d1s amended—

stnkmg out “: Provided, t” and inserting in
lieu t.hereof except that”, and
(2) by stn]nng out “ valded further, That” and inserting
in lieu thereof “, and exeept

(aa) SECTION 704.—Section 704(9.)(1) (21 US.C. 374(aX1)) is

ame
(1) by striking out the semicolon after “materials” and
inserting in lieu thereof a comma, and
(2) by striking out “(j)” the first time it appears and insert-
mheuthereo
SECTION 721 ——Sactmn 721(bX5XD) (21 U.S.C.
3799(b)(5}(D)} is amended by striking out “5703(b)” and inserting
in lieu thereof “5703".
(cc) SEcTION 801.—Section 801(b) (21 U.S.C. 381(b)) is

(1) by stnkmﬁ out “Administrator” the first time it occurs
and inserting in lieu thereof “Secretary of Health and Human

(2) by striking out “Administrator” the second and third
time it occurs and inserting in lieu thereof “Secretary”,

(3) b; atrw out “Administrator’s” and inserting in lieu

8", and
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(4) by striking out “Federal Securi Aﬁen and i
in lieu mpumm of I-Iealthwan Hc{man i
(dd) AGRICULTURE.—

(1) Sections 201(c), 201(d), 701(b), and 801(a) (21 U.S.C.

321(c), 321(d), 371(b), and 381(a) are each amended by s
out “Agriculture”

triking
each place it appears and inserting in lieu
them&n"Hc;ﬂalth and Hunl:an Serviogs".

(2) Sections 702(c) and 706 (21 U.S.C. 372(c) and 376)
are each amended by striking out “of Agriculture” each place
it appears.

SEC. 4. TECHNICAL AMENDMENTS TO AMENDATORY ACTS.

(a) SAFE MEDICAL DEVICES ACT OF 1990.—
(1) Section 18(b) of the Safe Medical Devices Act of 1990
(Public Law 101-629) is amended by striking out “(b)X4)B)” 2! USC 360d.
and inserting in lieu thereof “(b)”, and
(2) Section 19(aX4) of the Safe Medical Devices Act of
1990 (Pu(lgi)c %w 101-629) i: amended—od ~ el o
sh'lk.lng ou “as ameﬂd pamm OUI
and (2)” and mnertb:‘g in lieu thereof x‘as amengad by e e
pnragaghs (1), (2), and (3)", . LT
it Z‘lmg striking out “630” and inserting in lieu thereof
“355@) by striking out “354” and inserting in lieu thereof
(b) MEDICAL DEVICE AMENDMENTS OF 1992.—Section 6(a) of

the Medical Device Amendments of 1992 (Public Law 102-300) 21 USC 321
ia‘axt}enqubyinaerting“whereverappming”aﬁer“‘anyofits

(c) NUTRITION LABELING AND EDUCATION ACT OF 1990.—Section
8 of the Nutrition Labeling and Education Act of 1990 is amended 21 USC371.

atnhxagthe riod at the end and inserting close quotation
]garkxan apeﬁgd?.

Approved August 13, 1993.

LEGISLATIVE HISTORY—H.R. 2900:

CONGRESSIONAL RECORD, Vol. 139 (1993):
Aug. 6, considered and passed House and Senate.
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