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identifying the manuIi:icl~nt~[,

distributor and the q\Ha.1~H~·

tha t is not identical to
of section 403(e) of thr~

requirement concernLng HH;

the label of ingredients thaR nr~

identical to the uf
403(i)(2) of the act. PrlE;etHDll(rn

types of requirements
403A(a)(2) of the act) \vHj v1kc
November 8,1991 9 1
of the enactment of
amendments (section
1990 amendn1ents).

3. Any requirernen.t
food that is offered for u;n(h~r f/1t'

nanle of another food ~_hat is no~

identical to the of
403(b) of the act; any rea:UUiUrnt~n1
concerning a container
formed. or filled as to be nH:;;l~f:·cHli!nJ~

is not identical to the of
section 403(d) of the act; any
req uiremen t concerning the
of required information fHl

is not identical to the n::~JUirernf::nts

section 403(fJ of the uct; any Yrc~~""'''.;'~;'-'''''''\Ii.•..,.,:!

concerning the labeling of H

purporting to be or representeJ as a
food for which a standard of or d

standard of fill has been eS!fiDJl(St'led

under section 401 of the act tha t is not
identical to the requiren1ent of section
403(h) of the act; any th.a t
the la bel of a food bear comrnon or
usual name of the food that is not
identical to the requirernents of sectton
403(i)(1) of the act; and any rr:~rl:;ri?,p.rnp.n?c

that the label states \'\t'hether a
contains any artificial
artificial coloring, or a '~~-'.~"'_d.jr..I.U"-~.'

preservative that is not identical to the
requirements of section of the
Under section 6(b) of the 19~)O

amendments, these six
(section 403A(a)(3) of
become preemptive until F.Df\
determines that each is
adequately implemented by
regula tions (see section
act and section 10(b)(l)(C)
amendments).

Whether there is ~,~ .... ,e·,·.• "jf .• ,

implementation of the .r ~;(H.~fH\

requirements of the
section 403i\(a)(3) act is
studied sy the ConunHteE:! on Siate
LabelIng of the Nationall\cadet 'i1Y of
Sciences (the comnlittee), Institute of
Medicine. Food and r'Jutrition Bo(~rd (5f,
FR 21388, :Nlay 8, 1991 (and 56 FR 5::l'.!::Ul.
October 24.1991)). i\Hhough the "lFJPO
amendments state that the contrHct
provide for completion of the
committee's study by Ivlay 8, l~fHl.
cODlpletion of the study and the
comn1ittee's report has been (l,p:n\if!fl

unforeseen circumstances

any final fule U}ill fLay issue based upon
this proposal uif:unne effecU've
November 8, l~H-!~·:, or 30 days after date
of publication in the Federal R.egister, if
earlier.
ADDRESSES: \tVriUcn comments to the
Dockets Managefnent Branch (HFf\
305), Food and I)rug Administration, rm.
1-23,12420 Par-kIwi/vB Dr., Rockville, rv1D
20857,301-443-1751.

FOR FURT~iER ~NFO~MATIO~~ CONTACT:
Elizabeth J. CaElpbeH, Center for Food
Safety and r.).ppHed .Nutrition (HFF-312).
Food and Drl1gAdministratioD, 200 C St.
SW., WashiEgton. IJC 20204, 202-485
0229.

SUPPLEMENTARY ~NFOPtMATION:

I. Background

A. Federal LobeJingl!equirements/Vlade
Preemptj~'e the l'fulritioll Lobeling
and Education /lct l:9r}o

The Nutrition and Education
Act of 1990 (Pub. L. 101-535) (the 1990
amendments) arnenas the Federal Food,
Drug, and CosnH~UcAct (21 U.S.C. 321 et
seq.) (the act) to pro'fjde~ among other
things, for Federalpreeniption of certain
food standards and labeling
requirements issued by a State or a
political subdivision of a State
(hereinafter ff;ferred to collectively as
"StateH

). Section 6(a) of the 1990
amendment3adds section 403A to the
act (21 U.S.C. 343-1; ~~vhich provides tha t
after the effective date of the operative
provisions [prescribed in section 10(b) of
the 1990 amendments), no State may
directly or indirectly establish under any
authority, or continue in effect as to any
food in interstate commf.~rGe, any of the
following types of reqnirernents:

1. Any requiren~ent for a food tha t is
the subject of a standard of identity
established under section 401 of the act
(21 U.S.C. 341.) thot is not identical to
such standard of ident.itv or that is not
identical to the requiren;ents of section
403(g) of the act (21 1.1 ,S,C. 343(g)).
Section 403(g) of the a,ct states that a
~ood is Dlisbranded ,~f it,purport.s to be or
IS represented as a 1'000 for whIch a
definition and standard of i.dentity has
been established under section 401 of
the act, unless it conforn1s to the
definition and stHndafd~ and its label
bears the name of the food specified in
the definition and standard. Preemption
of this type of reqtdrernt;nt becan1e
effective on l'Jovember 8, 1990, the date
of enactment of the 1990 alnendments
(section 10(b){lHA) of the '1990
amendments).

2. Any requirenlent for the labeling of
foods tha t rela tes to use of the term
"imitation H that is not identical to the
requirements of section 403(c) of the act:
any reqtnrernen~ for label information

added to cornply with paragraph (aJ{3)
of this section. and with or without safe
and suitable bacterial cultures; and

(3) The product is not nutritionally
inferior, as defined in § 101.3(e){4), to
bu tter as produced under 21 U.S.C. 321a.

(b) The performance characteristics
(e.g., physical properties, organoleptic
characteristics, functional properties.
shelf life) of the product shall be similur
to butter as produced under 21 U.S.C.
321a. If there is a significant difference
in performance characteristics, the label
shall include a statement informing the
consumer of such difference (e.g., if
appropriate, Unot recommended for
baking purposes"). Such statement shall
appear on the principal display panel
vvi thin the bottom 30 percent of the area
of the label panel in type thatshall be
no less than V2 the size of the type used
for such claim but no smaller than !j16 of
an inch.

(c) Each of the ingredients used in the
food shall be declared on the label as
required by the applicable sections of
this part.

Da ted: November 4, 1991.

Da vid .A. Kessler,
COfllnlissioner ofFood and Drugs.
Louis W. Sullivan,
Secretary ofHealth and lluman Services.
[FR Doc. 91-27158 Filed 11-26-91; 8:45 fl'.n]

BILLING CODE 4160-o1-M

21 CFR Part 100

[Docket No. 91 N-0038]

RIN 090S-ADOS

State Petitions Requesting Exemption
From Federal Preemption

AGENCY: Food and Drugft",drninistration,
I-IHS.
ACTION: Proposed rule.

SUMMARY: The Food and [Jrug
It\dministration (FDA) is proposing to
provide for petitions requesting
exemption from preerrlpUon for certain
State or local food standards and other
labeling requirements that are
preempted under the provisions of the
Nutrition Labeling and Education Act of
1990 (the 1990 alnendments). The
proposed regulations set out the
pr9ceoures for the submission, and for
agency revie\v, of these petitions, and
the infonnation that the petitioner
should supply. Petitions by State and
local governments seeking exemption
from specified preemptive Federal
requirements are specifically authorized
by the 1990 amendments.

DATES: Written comments by February
. 2.5, 1992. The agency is proposing that
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f\lay B, 1H91 and 50 FR 551 ~H), ()ctobcr
~~4, 1991). The comnlittee h;l.s infurnled
the agency tha t the s tudy I'f~port \\' iIJ
t(J ke Olore tin1C than illitia IIV ~) n t ici plltpd
because of the nljJgn;tud(~ of th(~

undertaking and its importance, as \velJ
ciS the complexity of the issues involved.

The agency believt~s that the
comrrlittee's report js crucial to th(~

agency's developrnent of a proposed list
of which of tbe six provisions Iisti;d in
section 4031\(u)(3) of the oct are being
adequately irnpJernented and vl/"hieh an~

not. Tl).us, a delay in public;.dion of a
proposed Ust beyond the August 8,1991
date specified in the 1990 amendments
jg justified. Tile agency still expects to
issue its final list of the sections of the
act that arc, und that are not, being
<-~dequatelyiInplernented by the
!".Jovember 8, 1992 deadline set in the
1990 anlcndmenis.. If the agency does
not issue a final list, the proposed list,
vvhich F~}/\ expects to publish in early
1992, is to be considered the final list,
and preenlption ,.yill become effective on
r.Jovember B, 1992 for those sec lions
found to be adequately implemented in
the proposed list. .

lJnder the amendments, FDA is to
also propose revisions by Novenlber 8,
1992, and issue final revisions by fvfay 8,
1993, to any regula tions found to be
~nadequatelyiInplemented (sec. 6(b)(3)
of the 1990 amendnlents). Preemption
~}ill beconle effective on the effective
date of the final revisions to any
regulations initially found to be
inadequate. If the agency does not issue
Hnal revisions by !vlay 8~ 1903, the
proposed revisions vvill be considered
the final revisions under the 1990
c~mendrnents, and preemption \vill
beconle effective on Ivla.v 8, 1993.

4. Any requirement fo~' nutrition
Ia.beHng or for nutrisnt content or health
clniIns on food lahels that is not
identical to the requirernents of section
403 (q) and (r) of the act. The 1990
an1endrnents anlended section 403 of the
act by adding paragraphs (q) and (1')
pertaining to nutrition labeling and label
claims (nutrient content and health
claims), respectively. Preemption of
nutrition labeling requirements and
requirements for label clairns (section
403A. (aJ(4) and (aJ(5] of the act) \:vill
become effective \vhen regulationr; to
in1plelnent sections 403 (q) and (r) of the
act take effect (section 10 (b)(l)(D) and
(b)(l)(E) of the 1990 amendrnents).

I-Iowever, section 10(b)(2) of the 1990
amendments creates an exception to the
effective dates for preeInption grant.ed
under section 403A (a)(3)~ (a)(4), and
(a)(5) of the act. Under this exception, if
a State subnlits a petition for exemption
from Federal preemption under section
403A(bl of the act within 18 months of

(~Il()ctnH~nt, i.(~ .. by l'vlay H, 190Z, the State
r\~quireJnent \vill not be prceInpted until
~4 Illonths after the date of enactlnent of
Ihe 19!~O aIllendnlcnts (N()V(~nlber8,
1~HJ2), or until FIJA ll(~ts 011 the petition.
\'.; hichcver is hiter.

11. Stole l)et/tions fiJI' Exelllpl ion F'(Onl
Fe(!c:ru!IJreenJptJ'ol1

T'he 19UO a01endmcnts also add
~t.~ction 403A(b) of the act, which
pf~rrnits the States to petition FD:\ for an
exemption from the Federal preemption
grai1ted by section 403A(a) of the act.
Three criteria n1ust be olet for an
pxcInption to be granted. rrhe State rnust
show through the petition that the State
rcqllirerncnt: (1) VVould not cause any
food to be in violation of any applica ble
requirenlent under Federal law, (2)
\'vQuld not unduly burden intersta tc
cummerce, and (3) addresses a
particular need for inforIIla Uon not met
by the requirernel1ts of Federal la-\lv.

In the Federal Register of Ma reh 14,
1991 (56 FR 10906), the agency
announced tha t it \vas developing
procedural regu]aUons to govern the
content, substance, and agency revievJ
of State petitions in addition to the other
types of petitions (petitions for health
claims and nutrient content claims)
specifically authorized by the 1990
aInendm(~nts.In the March 1.4, 1991
n~Jtice, the agency stated its belief that
the issuance of procedural regula tions is
a necessary first step in providing the
framev\Tork vvithin which a petitioner
can develop the petitions authorized by
the 1990 ulllendments, and vvHhin which
the agency can evaluate and act on such
petitions. In the same notice, the agency
8J so advised that it will deny or defer
(-~ction on any petition requesting action
under the 1990 amendll1ents that is
subnlitted before issuance of final
p:'ocedural regulations for petitions.
However, as noted above, the 1990
Cllnendments give special standing to
States that submit petitions by May 8,
1992, seeking exenlption frorn the
preen-lption provisions of section
4031\[a)(3), (a)(4), and (a)(5) of the act
(section loeb)(2) of the 1990
an1endments). It V\Tould, therefore, be
improper to deny such petitions because
procedural regulations for State
petitions have not been issued. The
agency ihus sta ted in the Ivlarch 14, 1U9l
notice that it is likely to defer action on,
rather than to deny, State petitions given
this special standing until after this
proposed rule is finalized. The agency
requested informaHon and conlments
frOITl interested persons on the March
14, 1991 notice. The agency is reflecting
section 10(b)(2) of the 1990 amendnlents
in proposed § 10a.l(g).

C. COf}}j]}(}l1ts tv !\t:o/u:v Notice on
/)roceduro! Regulc~tion.~

'"["velve COlnrncnts \vere received fronl
States, industry, industry trade
associations, and consunler interest
groups in response to the March 14, 1091
notice. The comOlents were considered,
and many of the recommenda Uans \vere
incorporated, or ot.hervvise us~d, in th(~

developnlent of this proposed rule.
One comment requested that FilA

\vitbdra\v the March 14, 1991 notice and
not develop procedural regulations for
petitions authorized by the 1990
amendnlents. The cornment
characterized the development of
procedural regula Hans as a \vaste of
agency resources, and stated that the
developnlent of regulations could take
years to complete.

The agency disagrees \tvith this
comnlent. The 1990 alnendments
contemplate that the agency nlay issue
regulations prescribing the conditions
under which a State requirement may be
exempt from Federal preemption.
Section 403A(b) of the act specifical!y
authorizes the agency to grant such
cxernptions from preemption "under
such conditions as may be prescribed by
regulation." Furthermore, the agency
believes that it is essential that a State
provide the agency with the necessary
inforInation to facilitate the agency's
review of these petitions and to enable
it to make the findings required by
section 403A(b) of the act. The agency
believes that the developlnent of
procedural regulations that specify the
format of State petitions and the
information that should be included in
such petitions: (1) \\/ill result in the most
ciTici en t use of the agency's and the
States resources, (2) will expedite the
revievv and the decision-making process,
Bnd (3) will enable the agency to
evaluate all petitions in a consistent
Elanner.

Some conlments recommended that
petitions for exemption from preemption
be subrnitted as citizens' petitions under
§ 10.30 (21 CFR 10.30).

The agency believes that § 10.30 alonv
does not provide adequate guidance to a
State seeking exemption from
preenlption, especially with respect to
the specific sho\t\Tings required of a
petitioner by the 1990 amendments.
I-Iovvever, son1e of the provisions of
§ 10.30 are applicahIe to State petitions
and have been adopted in the proposed
procedural regulation as described in
the next section.

Other comrrlents recommended that
the petition procedure be modeled after
the Consulller Product Safety
Commission's (CPSC) regulations for the
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f;xemption of StHte J'p.qujrenH~nts.froBl
preemption by the provisions of the
Fhunmable Fabrics .I\c1 (15 (f.S.C. lJfJJ
c:1 seq.), theConsuzner Product Safety
i\ct (15 U.S.C.2051 of seq.), the Federal
liazardous Substances Act (15 IJ.S.C.
'1261 ot seq.), and the Poison Prevention
Packaging Act (15 lLS.C. '1.'171 et seq..)
(56FR 3414, January 30, ]99'1). f\S is thp
case for the 1990 amcnclInents. the
preenlption provisions of the fOttf CPSC
administered acts expressly bnr
differing State requirenlents unless
f:xen1ption is granted by the Federal
agency upon petition by a State.

.An exeulption Inay be gran ted by the
CPSC only if it finds tha t cOlnpIiance
"~vHh the Sta te requirement will not
result in a violation of the applicablf~

CPSCrequirements; that the State
requirernent provides a substantially
higher degree of protection 'than the
CPSC requirem,ent 'from the risk of
Hlness or injury that they both address;
and that the State requirement does not
unduly burden interslaie comUlerce. In
1977, the United States District Court for
the District of Minnesota in CosTnetic.
7'oilellJr 'and Fragrance AssociaUon,
Inc., et 01. v.State of lvlinnesota et 01..
440 F. Supp. 1216 (D. 'f\1inn. 1977),
affjrmed 575F~2d1256 (8th Cir. 1978), in
examining the preemptjon provisions of
the CPSC administered acts, described
this approach as representing "thernost
appropriate response 'to the factors
pres-entin the modern regulatory
process-legislative rulemaking on a
national scale, state attempts to provide
a greater degree 'OIprotection, and
corresponding burdens on interstate
conlmerce. As it also represent8 the
rnost recent Congressional response, the
court suspects thal it would probably be
a doptedif CongreS's were once again to
legisla te with regards "to food, drug. and
cosnleticproducts:' The 1990
anlendnlents are a rnore recent
congressional response, and Congress
did adopt sim:ilarcriteria.

"fhe reconlmendation that the CPSC;
regulaHons serve as a -model for this
prQposed rule has :meritbecause the
CPSC regula tionsandthisproposed rule
pertain to thesarne :matter-exemption
from preemption. Further, the agency
finds the '.general.f6rm'a:t of the "CPSC
regula Hons to :be 'useful and appropriate
as a ,general format for the procedural
regulaiians -that the agency jsproposing
herein. '-fheagency {has therefore
followed the same general forma1in ,its
proposedr-egulation as·is ,in the "CPSC
regulations ,in 1-6 ,CElt 'part lool.
llowever, many ,efthe substanUve
eJernents ,of ;FDA·s :vegnlation,'clifferJrHm.
ethoHe of the CPSC reguJntion in8sniuch

as thf?YHddress the snbstan ti \.'{:
h:~quirenlents of 1990 arnendtltents ..

Sonlf.~COnlillents requested thH t
nndividua:ls or parties oiherthnn SLJ h's
be accorded the right to peti fion for
{:.xemption.

l'he agency helieves that onlyStilif's
have legal standing to petition for
excrnption. The agency's opinion is
based on the\\lording in the 1990
arnendmentsthat."lJpon petition of ,I
State or apolitical subdivision of [t

StHte, the agency may exernpl'k ;'
l~hus,Congress did not autho.r:zr:
petitions frOIn other parties.

1\'\'0 COHunents indicated tu the
agency that preernption is not lNell
understood. 'These CODlments stated thai
a State should be able to petition for an
exemption fran} preemption 'Vvhenthe
State has labeling requirements that are
not addressed directly Of indjrectly by
Federalla~N,or \vhen the State
requirement is not preernpted hy any
Federalla-\v, either explicitly or
implicitly.

"fhe agency is not taking ony action in
response to these conlUlents. If a State
requirement is not preempted by a
Federal :law, it simply makes no sense to
provide .amechanism by \t~hich aSta te
can seek exemption from preemption for
that requirement-An exemption is an
in1munity from 3 requirement. If the
requirenlentdoes not apply, that is, the
State requirement is not subject to
preemption, there is no need for a
n1echanism by \vhich theirnn1l1nity may
be sought.

!\1oreover, section 6( c)(1)of ·the '1990
arnendments ,clearly manifests
Congress'sintention that the 1990
anlenclments "shallno't be construed 'to
preerrlptany provision of State la\v,
unless such 'provision is expressly
preemptedunder'section403A of the
Act." Section 403A of the act is only
operative in matters where there is a
Federal requirement applicahle to the
labeling addressed in the State
requirelnent. If there is noappHcable
Federal requirenlent that has been giverl
preenlptiv.e status by Congress. ther.e is
no competing claim of jurisdiction, and,
therefore, no basis under the 1900
amendments for Federalpreemp-tionor
grounds to justify thesubmisgjonofa
State petition for exemption. Therefore,
'FDA ihas ;uo:authoritv under the 1990
amendmentstofule ,~n State ;petitions
for ',exemption ;where the 1990
amendments have :oot j,mposed such
Federal ;requirements.Of coursesectiHll
6(cJ(3) 'of ,the 1990 ,amendments 'provides
that tbt~ ,am,endments shatlnO'taf.fecl
any :preem{ittion,expresscd ~or ,implied,
which ,a-vises 'under tbeConslH'utiofl or
other 'provisions of Federa:t :la\tvor
regulaHon. .

S(~l'eralexanlples of the types of St}d(~

n:::qtdrements thatwouJd not be subject
hO tht~preernption prcn'isions of ~he ln~HJ

8Inendments \vere ghtenin the
Congressional Recorel ofJuly~)o, '.l9HO
(li5842). l'he example~1 included Statf~

hnvs pertaining 'to issues for \vhich then~

is nCi national framcvvork, such as open
date labeling, lInit price lal>eling,
container deposit labeling. religious
tHetary labeling, Hnd previously frozen
!aheling.

Cornments fronl Sta les and con5HnH.~r

interest groups advocated that rhe
agency apply liberal criteria in
establishing the types and degree oJ
information necessary to suslain H

State's burden ofproof in H petition,
COffirnents from the food industry
Hclvocated strict construction of.the lH90
cnnendn1ents, and thus H Inore exacting
standard for information requirernent;:l
for State petitions.

In construing the provisions for
exemption frompreenlption, the :Jgf~ncy

is guided by the policy in Executive
Order 12612 [E.a. 12612') of October 2ft,
1987 on federalism (52 FR 41685 at 41687.
October 30,1987) fhat preernp'tion of
State la~/ shaH be restricted to the
minirfiurn level necessary 'to achieve the
objectives of the statute. AcorollafY oJ
this policy is that exemption from
preernption should be liberally gn.!nted
to the extent that the statutory
objectives are fulfilled. FDA\-~·il.l
consider E.O. 12612 as part of its .revl,!~\:

of any petitions tha't it receives.

l'heagency therefore must deterrnirH:
vvhat Effect a grant of an exern,ption
from preemption will have on the
congressional objective oLproviding
national uniform:ity for-:eertain aspects
of f.ood labels and labeling. ,Congress
noted that since the enHctnlent of the Hct
in 1938, ,major changes have taken .place
in the rnarketing of foods in the 'U.S. 'The
last 50 years have seen a decline in the
nurnbersof:plants and.companies that
serve regional markets andu'fl increa St~

in the nationv.ride 'distribution and
marketing of foods. As one of the Senatt~

sponsors of the hill that becanle the 1990
arrlendments stated:

Today. ·we :have a single Joodsupply.
Therefope, we need a single, integrated, and
cooJ·.dina:ted system with an ,appropriat(!
allocation of regulatory responsibilityarrlong
the Federal. State. and :loca'lgovt'rI1'!nents,
And, we need thJs :fora 'reason: \'Ve must
have confidence ~n the safety ofournaUonal
food supply;andw,e inust ,have consumers
who can make informed decisions so thev
can adopt sound dietary practices. .'

{Congres-sional -RecortlS16611,OctubpJ'
24,1900.]

Congress inc~ttded limited express
prcemptionin the lB90 arnendmrnts
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hccaus(\ according tn on(~ of the
nlan:lgers of the hill in the I louse,

• ~. '0: it WiiS decided that the fairest Wi!y tu
l:' ',; pee t IhI ~ food in d us 11'y to Slip P() r t a
nutrition laheling b:ll, \Vi-iS to give tlH~n1 some
t~'pes of preemption of burdensome State
laws that interfered with their abilitv to do
business in all 50 Sta tes. Therefore, 'the bill
provides industry with uniformity of law in a
number of ilnportant Circas-such as
standards of identity. inlitation labeling, and
ingredient labeling-that lvill pennit thenl to
conduct their bu~;iness in an efficient and
cust-effective Hlanncr.

(Congressional Record, If129S4, October
20,1990.)

Congress reserved to the States the
option of putting into effect conlposition
or labeling requirements that differ from,
and are more stringent than, Federal
rcquirenlents providing that the States
can denlonstrate that the statutory
criteria for exemption from preemption
are met. The agency has included in the
proposed regula tions set forth below the
rnaHers that it considers necessary for a
State to address to justify an exemption.
A more liberal and less exacting
interpretation of the types and depth of
information required to sustain a State's
burden of proof in a petition would
undermine the congressional objective
of na tional uniformity in certain aspects
of food labeling.

Several States suggested that an
exemption be granted by an advisory
opinion rather than by regulation.

Although the 1990 amendments do not
require that the exemption be granted
by regula tion, the agency believes that
exenlpting a State requirernent from
Federal preemption is a type of action
that nlay significantly affect many
parties, i.ncluding industry and
consumers, and as such, the agency is
proposing that such exemption be
granted by notice and conlment
rulenlaking. The rulemaking process will
provide interested parties with the
opportunity to comment on a proposed
regulation granting exemption. If the
agency determines that exemption
should be granted~ codification of the
cxenlption in the food labeling
regula tions \vill ensure that all of the
relevant information concerning the
exemption, including its scope and
conditions, is readily accessible for
examination by all ~ffected parties.

II. Proposed Regulation

The proposed rule states in § 100.1(a)
the scope and purpose of the procedural
regulation and cites the statutory
authority for the agency to act on State
petitions requesting exemption from
preemption. Proposed § lOO.l(b) defines
the terms used in the proposed
egulation.

In proposed § 100.1.(c), the reglililtion
lists the prerequisites the t Olllst be nlct
for the rnerits of the petition to be
considered. The State reqllir(lnH~nt fl1l1st

have been enacted in its final fornl and
D1Ust ei ther be in effect or would be in
effect but for the provisions of section
403/\(a) of the act (proposed
§ lOO.l(c)(l)).

Under proposed § 100.l(c)(2), the
preen1ptive Federal regulation also must
have the full force and effect of IlJ\v.
lfovvever, FDA is proposing tha t a
petition seeking exemption [ruIn a
Federal requirenlent tha t has been
published as a final rule with a
designated effective date nlay be
submitted before the effective date of
that finall'ule. Petitions seeking
exemption from Federal requirements
that are preemptive under sections 403A
(a)(3) through (a)(5) of the act and that
are subnlitted before May 8, 1992 will be
considered timely even though the
requirements for which exenlption from.
preemption is requested may not
actually be in effect on tha t da tee 1'his
portion of proposed § 100.1(c)(2) reflects
the special standing given these
petitions under section 10(b)(2) of the
1990 amendments.

Proposed § 100.1(c)(3) requires that
the petitioner must be an official of the
State having authority to act for, or on
behalf of, the State in applying for an
exenlption.

Proposed § 100.1.(c)(4) reflects that a
State requirement is subject to
preemption under section 403A(a) of the
act if it is not identical to the
corresponding Federal requirement. In
proposed § 100.1(c)(4), the agency
advises that it interprets the term "not
identical" to mean that the State
imposes obligations or contains
provisions that are not imposed by or
contained in the applicable Federal law
regulation, including a standard of
identity, quality, or fill, or that differ
fronl those tmposed by or contained by
the applicable Federalla\v or regulation.
Therefore proposed § 100.1(c) defines
"not identical" as follows:

<lNat identical" does not refer to the
specific \-vords in the requirement but instead
means that the State requirement directly or
indirectly imposes obligations or contains
provisions concerning the composition or
labeling of fcod, or concerning a food
container, that: (1) Are not irnposed by or
contained in the applicable provision
(including any implementing regulation) of
section 401 or 403 of the act, or (2) differ from
those specifically imposed by or contained in
the applicable provision (including any
implenlenting regulation) of section 401 or 403
of the Act.

The requirements for petitions under
section 403A(b) of the act are proposed

in the pcti Lion forrnat requirerrH~nls in
§ lOO.l(d). The petitioner should identify
and docunlcnt the Sta te requirernent fo;
which exemption is sought, identify thf~

Federal requirement that is believed to
preempt the State requirement, explain
the rationale of the State requirement.
and compare it to the Federul
requirelnent. The petitioner should
address with specificity the grounds for
exemption fronl preemption stated in the
1990 amendments. In this regard, the
8ta te ~\'ill be expected to show tha t the
State requirement will not cause a food
label to be in violation of any applicable
requirement under Federal law. In a
case "vhere a State requirement would
allo\v for the viola tion of any Federal
requirenlent, the agency could not grant
the petition. The State would be free~

however, to submit a citizen petition to
the agency under § 10.30 to amend the
Federal requirement to the extent the
agency could affect such an amendment
by regulation. The State will also have
to supply specific information on the
effect that the granting of exemption vvill
have on interstate comUlerce. This
information \vill be used by the agency
in reaching a finding as to v;hether
granting the exemption will unduly
burden interstate commerce. Finally, the
petitioner should identify and discuss
the particular infoflnation need that the
State requirement is designed to meet
t.hat is not met by Federal law. In this
context, any public health
considerations \vill be relevant.

The proposal also states that the
petition needs to include a claim for a
categorical exclusion under 21 CFR 25.24
or an environmental assessment under
21 CFR 25.31. Finally, the proposal states
that the petition should include the
name and address of the person to be
notified of the agency's action
concerning the petition and a
certification by the petitioner that to his
best knowledge and belief, the petition
includes all information and vie\vs on
vihich it relies.

The proposed rule provides in
§ 100.1(e) that public disclosure of State
petitions will be governed by the rules
specified in § 10.20(j). Proposed
§ 100.1(f) details the procedures for the
agency's consideration of State
petitions. Section 100.1(f)(1) states that
unless othervvise specified, all relevant
provisions and requirements of 21 CFR
Part lo-Adnlinistrative Practices and
Procedures, Subpart B-General
Adrninistrative Procedures, are
applicable to State petitions requesting
exemption from Federal preenlption
under section 403A(b) of the' ct. Such
provisions include the oppor unity for an
interested person to request
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lrf~considerationof th{~ agenc~v's dech·don
r,n a petition under § 10.:~:·L

Proposed § 1'00.1 (f)(2) provides that if
ie! petition does not nH~et the prerequisih!
Jrequirelnents of§ 100.1(<:). the agency
l,,-,Hlissue a letter to the petitioner
denying the petition and stating in \·vhcd
respect the petition did not Ineet the
prerequisite requiren1ents. Proposed
§ 100.1[f)(3J slates that if a petition
appears to nleet the prerequisite
requirements in§ 100.1(c), it will be filed
by the Dockets Management Branch.
stamped\viththe dute of filing. and
~Jssigned a docket number to be used for
iall subsequentsubnlissions relating to
the petition. The filing of the petition 'is
vii thout prejudice concerning the
&:lgency's -final action on the petition.
Proposed§ 100.1(f)(4) provides that any
l!nterested person may subnlit written
comments on a filed petition as provided
lIn § lO.30(d).

Proposed § 100.1 (f)(5) provides that
\vHhin 90 days of the date of filing, the
<8gency \'Vill furnish a response to the
petitioner. The response ",rill either: (1)
State that the agency has tentHtively
determined that the petition merits the
granting of an exemption. and that FDA
in tends to pu'blish in the Federal
Register a proposal to grant the
exemption through rulelnaking, (2) deny
the petition and state the reasons for
such deni.al, or (3) 'provide a tentative
response stating why the agency has
been unable to reach a decision on the
petition. e,g., because of other agency
priorities or a need fOl'additional
information.

i\n exernption under this proposed
regulation will-he granted .only to the
petitioner State.Exemption from
preenlption is lar.gelybased on an
evaluation of a unique situation within H

State. Should a situation arise that is
l[nore na tional in scope. the agency
w~/ould consider amending the Federal
Jr.'8(.jHl:renneIlt because the action
jlJ~~"'~u~::stea would be rnore l1nivers::J than

envisioned by Congress in
providing for exemption.

III. Cornments

Interestedpel'sons n1ay, on or befure
February 25, 1992,subnlit to the Dockets
l\.lanagenlent Branch(addre~~sabove],
\vrHten comments regarding this
proposaL Two copies ·of any COUlments
a~e to 'be submitted, except that
individuals may.submitone ,copy.
Comments are to ,be identified \vith the
docket number found in brackets in the
hcadingof thisdocun1ent. Received
COITlnlents .may be seen in the office
above between 9 a.m.. and 4 p.nl..
i\J~Jnday through Fridav.

IV. Paperwork 'Reduction Act

In accordance with the Paper\,\,ork
Reduction Act of 1980 (441J.S,C. chaptt:r
~~5), the provisions of § 100.1 .Petitions
requesting exeI11ptionfron; preernption
for State 01' iocal reqLll'ren7enls relating
to submission ofpetitions to FIJA will
be submitted for approval to the Office
of tvlanagement and Budget (OMB).
'These .provisions will not. be effective
until FDA obtainsONIB approvaLFDi\
",vill give notice of OMB approval of
these requirenlents in the Federal
Registe:r as parlof any final rule that is
based·on this proposal.

\l. EcoDoinir: Impact and Federalism
ImpHf;ations

FDl\. has exornlned the econoDllc
implications of the proposed rule
pertaining to 21CFR part 100
requirements as required by Executive
Order 12291 and the Regulatory
Flexibility Act. Executive Order 12291
co.mpels agencies to use cost-benefit
analysis as a component of
decisionnlaking and the Regulatory
Flexibility Act requires regula tory relief
for salaH businesses \vhere feasible. As
discussed in section I.e. of this
docunlenl,FDr\has fuBy considered the
effect of Executive Order 12612.

'This .proposed Tegulafion codifies
procedures to be followed by a State or
local government in petitioning the
agency for an exemption fronl
preemption by Federal food 'standards
and labeHng regula tions.FDf\ has no
information as to the cost to a State to
prepare and submit the required pe'tition
to the agency; however, the petition
process has been structured to minbnizp.
the paper\'Vork burden on the State. If.
for exaulple, the required paperwork
costs $100 per State action to prepare, i 1
\vould take over 1 million enforcement
,actions to cause this proposed
requirement to become a major rule, an
unlikely event. Thus, FDA concludes
that lhisproposed rule is not 8ruaJor
rule as defined by Executive Order
'12291. In addition, FDi\ certifies that
this action will not result ina signjficHnt
,econornic in1pact on a substantial
;DUITlber of sfl1allentities as defined
lhe Regulatory Flexibility Act.

VI. Envircnm.en.tallmpact

'The agency has dete.rrninedunder 21
CFR 25.24(aJ(B] that this action ;isofa
type that does not individually or
cUDlulatively have a sjgnificant effect on
the human environment. Therefore.
neither an environmental assessment
nor an environmental impact sta ten1ent
is rf~qtdred.

'lIt Effective Date

l'he agency intends to iSS1H~ final
regulations pertaining to the State
enforcerrlent provisions of the 1990
amendlnents by,Novernber 8, 1}J92.T'he
agency is proposing that any final rule
tha t may issue based upon this proposa.!
becolneeffective 'NovemberS. :1 9g2.or
30 days after publication in the Federal
Register, .if earlier. l'heagency believes
tha t f\J ovember 8, 19f:2~ is the
appropriate effective date forlhf::se
petition regulations because that is the
date on which section 307 of thp. act
beco~nes effective, under which States
may bring enforcenlent actionB in their
o\>vn names in Federal courts for
violations of Federal requirenl(:nts
having preemptive effect under the 19no
an1endrnents. November 8. 199~~t is also
the date by which the agency ]s to have
-published final regulations inlph~mcnting

sections 403(q) and 403(r) (see sections
2(b) and3(1)(B}of the 1990 amendment~)

as weB as a list of sections adequately
~nlplenlentingthe statutory requiremf~nts

specified in section 403.A:(a)(3) (fjee
section6(b)(3)(B) of the 1990
an1endmentsJ.
List of Subjects in 21 CFR Part 100

;\drnin:istrativepractice and
procedure, Food labeling, Foods.

'Therefore, under the Federal Food.
Drug, and Cosmetic Act and under
authority delegated to [he Commissioner
of Food and Drugs, it is proposed that 2-\
CFR pa.rt 100 be amended as .folh)1Ns:

PART 100-GENERAl

'1. I'he authority citation for ;21CFR
"part 100 continues to read as folknvs:

Authority: Sees. 201,301. :102, 403. 409.701
of the Federal Food, Drug, andCosmetk }\ct
[21 U.S.C. 321. :>31. 342. 343, 348. 31'1).

2. i\ new Btlbpart A consisting of
§ 100.1 is added to read as fOll(PNS:

Subp3rt A-·State and local
Requkements

§ .,00.1 Petitions· requestinc exemption
from preemption for St~t«.~ or local
requirements.

(a) Scope o.ndpurpose.(l)l'his
subpart applies to the subrnission and
consideration Df petitions under section
403A(b) of the Federal Food. fJrug and
Cosfiletic Act (the act), by a Shlle or a
paUtical subdivision of a State.
;requesting exemption of a Sta tt~

req uirernent from preeniption tInder
section 4031\(a) -of the act.

~2) Section 403A(h) of the act provides
that \lvhere a Stater-equirement has been
preernpted under section 40~~j\{a" of thp
act the State rnay petition the agency
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for an t~xt:nip1iur:.The H.gen.cy nlay grant
the eXPJllptioniJ nH~ agency finds that
the Stah~ reoujrenv~nt "v\'ill nct cause an\·
{nod to b~~ ii; vkd;dion Gf any applit~ah]~':
requircnH~ntunder Fed€r~d hnv~ \\'iU not
unduh' burden ;nh;~'State GOnlmeJ'C~~.) HntI

is d~signed to ackh ~~ss a particular nerd
for infornldtion t~H~t is not met bv the
p~'eempUve F(:dt~Ld reqlliren":f'nt~

(b) Delinitjoi7.s" (1) /lct Incan~, the
Federal Food, ;Jrug. and Cosrnelic: Act
(21 ltS.C. ;)21 el 8::·q.).

(2) /1gency n~c:Jr.;., thf; Fond und Drug
j\ dlllini ~j tra t1 (H!.

(3) (:0;;;; n js /,a'o1>:: r n H-:: ~·H~ ~ U1 ~~:

Conlnlis~:.ioner of Food and Druf};':"
(4) 8tole nH~ans a State as definf:d in

section ~:~OI(d)P) of the act (\/vhich
includes d territorv of the United Slates.;
the District of Col~~mbia. and Puerto
Rico) or any political subdivision of
State h;.1 ving authority to issue fr)od
standards and food labeling regulations
having force of law.

(5) State requjronlcllt means any
statute~ s)~andard, regulation, or other
requirenu~nt that is issued by a State.

(c) jJrerequisites fo!' petitions for
exenlptiol1 jiYJl11 pj·eenlption. The Food
and Drug Administration ~lill consider a
peti Han for exer.n.ption fronl preeinption
on its merits only if the petition
demonstrates that:

(lJThe State requirement was enacted
or \vas issued a::; a final rule by an
authorized official of the State and is in
effect or vvould be in effect but for the
provisions of section 403A of the act.

(2) The State requirement is subject to
pT'eemption under section 403A(a J. of th.e
rJet because of a statutory provision
listed in that section or because of a·
Federal standard or other Federal"
regulation that is in effect, or that has
been published as a final rule \vith a
designated effective date, and that ",,'us
issued under the authoritv of a statutorv
provision listed in that si~tion. For the o.J

purposes of this subpart~ ull petitions
seeking exelnption from preemption
under section 403A(aJ(3) through (a)(5)
of the act~ if subnlitted before I\lay 8~

1992,. \vill be considered timelv even.
though the applicable statuto;y
provisions or regul~ltionsare nat yc~t i.n.
effect.

(~~l The petitioner is an official of a
State having authority to act for, or on
behalf of, the Govenunent in applying
for an exemption of State requirenlents
from preemption.

(4) TheStaterequirenlent is subject to
preemption under section 403A(a). of the
act because it is not identical to· the
requirement of the preemptive Federal
statutory provision. or regulation
including a standard of identity,
quantity, and fill. .Alotidentieo! does n.ot
refer to the spf.~Ginc \vords in the

rcquircrncnt but in::-;h~ad nH~ans thdt thf~

St~d(~ f'pquirement dirQ~:tly 01' ind]I·~)cU:y

i,np(lses obligations orconL;ins
p~'()\:isj{)ns cdoccrnhlg the C~;rl)pOS! r ;un
()r- label~ng of food~ or C::J:1~.f~j ning :~ f\h.HJI
container., that:

fi) i\re not irnposeJ b~: or ClH1L~iIH~d in
the Hpplicable provision (including any
irnplen:enting regulHtion) of S(~(:!:O~·1 401l
or 403 of the act or

(in Differ fronl those sp(~ci rtc~~ P:~'

inlpcsed by or contained in the'
~ippHcab!e pro,\rision (inchH!;nci :t;~~\

implernenting regulation) of sect:un 4011
or 403 of the act.

(el) F'orrn ofPetition. (At J l\H
illforrnation included in the· r,~.~r: i(Hl
should nlcer the ge:oeraI H;q~dd'nH'r;t~ of
§ 10.20{c) of this chJ.pter.

(2) Four copies·of the pc['j!io~~ for
exemption froln preemption for a State
n~quirementshall be snbnlHted to the
Dockets Management Branch in the
foll 0\\1 ing· form:
(Datej----------
Dockets Management Bran.ch" Food and Drug

l\dninist:ration, Departmt:nt of I-Jealth and:
Hurnan Services~ R01. 1-23, 12420 Padda\'in
Dr.. Rockville,,~ID 20857.

Petition Requesting ExempHon From.
Preemption for State Requirement

The undersigned subnli.ts this petition
under section 403..Jo\{b}of the Federal Food.,
Drug., and CosmeHc Act to request th;;t the
Food and Drug ,AdministraHon exempt a
State requirement fronl preemption.

The undersigned has au~horHy to ;:~d for, or
on behalf at the (ident/fy State orpolitical
subdi'visian ofthe State1bec<:luse (docL'Jnent
potitioner'sol1thority to subri1/t petit/on on
bebalF of the Stote).

A., Action Requested

1. Identify and give the exact wording of
the State requiremeIlt and give date it \~rag
enacted or-issued in final form.

2. Identify the specific s1andard or
regulation that'isbeHeved. to preelnpt the
State req:!lirement and the section and
paragraph of the act that the standard or'
regulation implements.

B. Docunurntation ofState Rdquirenienl

Provide a copy of the State requir~~ment

tha.t is the subject of the application. Where
available~.theapplication should also indude
copies of any legiBJative history or
background Inah;rials used in issuing the
J'equh~ement,includinghearing reports or
studies concerning the deveJopnlent or
consideraHon of the requirement

C. 8taternentof Grounds

A petition for·an' exem.ption froHl
preemption should contain the follo\\'ing:

1. An explanation of the State requirenlent
and its.rationale, and a cornparison of StO'lte
and Federal requirements to shO\;\1

(Jifferences.
2. An explanaHan of\'Vhy compHdnce \\,'ith

the State requireInent v'Jould not cause a food!
to be in.\,jolationofany a,pplicable
requiren1ent· under Federul·la.\v.

3" InfiJrma lion. on the (~fref:~ ihH t griill! i i"~
the State pntiiinn vdll have on int(>rstat(~

comrnerce. The pc~titjon dlould cont,liu
infonnaUun on (~,::)nomic ff~asjbiijtv, it",.

v'Ilhethnr the Stat(~ and Federal re4~ljn~~lh~'d":
have significantly diffpr(~nt effects on the
production and distribution of the fond
prDduct COOlparlSOn of the costs of
cGmpHance (is shown by data or inrorrn.;dHH~

on the actual or anncipated effect of thr- SLdt"
and Federal requirements on the sale and
price of the food product in interstate
commerce; and the effect of the State
requirement on the avn,i1abHjty of the fUhJ

consurners" To the extent p{Jbs~b~i·"

petition should include informHtion
shov.ring that it is p~'actical and feasible fur
producer3 of food products to cOH1ulv W;Ull
the State reauin~nl.:~nt.Such infor~atioi1 IYtU\'

be subrnitu.'(j in the form of statements h'oml'
affected persons iudicating their (ibHiiy tD

comply,
4. Idt,:ntification of a particular need for

information that the State requirement is
dc~signed to meet, which need is not me~ by
FederallavlJ. The petition should describe the
conditions that require the State to petition
for an exemption. the information need that
the State requirement fulfills. the inadequacy
of the Federalrequirement in addressing thh;
need, and the geographical area or political
subdivision in which such need exists.

[J, EnviJ'oI1111entolln1pact

The petition shall contain a claim for
ca.tegorical exclusion under 21 CFR 25.24 or
un environmental assessment under21 C!.·..R
25.31.

E. Nl)llficotion

Provide nanJC and address of person~
branch. department or other instrumentaUty
of the State government that should be
notified of t.he Commission.erts action
concerning the petition.

F.. CertllicatJ"on

The undersignedcerhfies, that., to the be~t

kno".vledge and belief of the undersigned; this
petition includes all information and vh~v,'s

on \-\Thich the petition relies.
(Signa turn)
(Name of petitioner)
(Mailing address1
(Telephone number)

(eJ Sllblnb;sion ofpetJ'tion for
exen~ptjonr'public disclosure. The
availability for public disclosure·of a
petition for exenlption will be governed
by the ru les specified in § lO"ZOrn uf this
chapter.

(fJ Agency cOlu;jdcration ofpetitjon...,~·.
(lJ Unless other\'Vise specified in this
section; all relevant provisions and
requirement.s of subpart B of part 10 of
this chapter. are a.pplicable to State
petitions requesting exemption frolll
Federal preemption under section
403A{bJofthe act-

(2) If a petition does not rneet the
prerequisite requirements of paragraph
(clof this·secti(Jn~ the·agency. win issue
n letter to t.he petitioner denying t.he



60534 Federal Register IVaI. 56, No. 229 I WednesdCJY. Novenlber 27, 1991 / Proposed Rule~

jurisdiction proceedings for the civil
enforcement, or to restrain violaUons. of
section '101 (Definitions and Standards
for Foods) and of the rn-iEc,hl","r,d:.,.....

provisions of sections 403(b) for
sale under another nalue).
(imitation of another food).
(misleading containers).
and address of manufactuff:r find net
\-veight), 403(f) (prorninence of
information on label), 403(g)
(representa tion as to definitinn
standard of identity),
(representation as to standard of quality
and fill of container), or
usual name and ingredient of all
fabricated food), 403[k)
flavoring, artificial coloring, or chenlfcal
preservative), 403(q) (nutrition
information), and 403(1') (clal[ns) of the
act (21 U.S.C. 341, 343(b) through (i), (k),
(q), and (r)). if the food that is the
subject of the proceeding is located
vvithin the state. This provi.sion \vill
enable the states to supplement FDA s
enforcement capabilities. It is effective
24 months after date of enachnent. See
section 10(a)(1)(C) of ihe 1090
amendments.

Under section 307(b)(2) of the act.
however, a state's ability to exercise
this new authority to enforse' Federal
1aw is predicated on certain conditions:

(1) A proceeding rnay not be
commenced unless the state hus gh/crt
notice to FDA that it intends to bring
such proceeding; also, the state must
wai t 30 days after notice before
instituting action.

(2) If after receiving snch notice, FDl\.
wvithin 30 days, con1HtenCes an informai
or formal enforcenlent action pertaining
to the food in question, the sta te rnay
not bring its proceeding until an
addi tional 60 days have passed (90 days
from the initial notice the state).

(3) If FDA is diligently prosecuting a
proceeding in court pertaining to such
food, has settled such proceeding, or has
settled the informal enforcement action
or the formal enforcement action
pertaining to such food r the state may
not institute a proceeding. Section
307(b)(2) of the act, ho\vever" does
permit a state to intervene as a rnatter of
right in any court proceeding iha t has
been brought by FDr\.

Although the statute Hnd l!r~O!lc.~"-1fa'UA

history are silent as to i-vhat meant by
"informal or formal enforcement
action," FDA interprets (,('informal
enforcement actions" to include \'Varning
letters, recalls, and detentions. It
interprets "formal enforcement actions lf

to include seizures, injunctions, and
prosecutions. Infornlal actions include
those that FDA can take
adnlinistratively, w'hHe forrnal HcUons

ACTION: Proposed rule.

SUMMAR¥.: The Food and Drug
Administration (FDA) is proposing to
implement section 4 of the Nutrition
Labeling and Education Act of 1990 (the
1990 amendments), "\I\7hich provides for
Sta te enforcenlent of certain
requirements of the Federal Food. Drug.
and Cosmetic Act (the act), so long as
the state provides 3D-days notice or its
intent to act and complies vlith other
procedural requirements before
any such enforcement action. The
agency is proposing to adopt regulations
tha t "vill provide the states wi th
instructions on ho\\! to give the requ.isite
3D-day notice, FDA has framed these
instructions to ensure that this
notification system functions efficiently.
This proposal also describes relevant
State and Federal obligations.
DATES: Written comments by February
25, 1992. The agency is proposing that
any final rule tha t may issue based upon
this proposal become effective 6 D10nths
following its publication in accordance
with requirements of the Nutrition
Labeling and Education Act of 1990.

ADDRESSES: \tVritten comments to the
Qockets ~vianagen1entBranch (HFA
305), Food and Drug Administration. rm.
1-23, 12420 Parklawn Dr., Rockville) MD
20857.

FOR FURTHER gNFORtJlATJON CON'TACT:

Janice F. Oliver, Center for Food Safety
and Applied Nutrition (HFF-310), Food
and Drug Administration, 200 C Street
SW., Washington, DC 20204,202-485
0187.

SUPPlEPAENTARY INFORMAT!ON;

I. Background

On November 8, 1990, the President
signed into law the 1990 amendments
(Pub. L. 101-535). The 1990 amendments
make the most significant changes in
food labeling lavv since the passage of
the act in 1938. In this document, FDA is
proposing to adopt procedures to
irrlplement section 4 of the 1990
arnendments, which arnended section
307 of the act (21 U.S.C. 337) to authorize
states to enforce certain sections of the
act in their own names.

Before the passage of the 19'90
amendments, section 307 of the act
required that all enforcement
proceedings be by, and in the name of.
the tTnited States. A state could only use
its O\VD laws to bring enforcement
action against food located in tha t s ta te.
Any enforcement of the act had to be
undertaken by the Federal government.

Under the 1990 amendments. section
307(b)(1) of the act has been revised to
authorize a state to bring in Federal
court in its o\vn name and within 1ts

petition and stating in what r~SpPLt the
petition does not meet these
requirelnents.

(3) If a petition appears to HH1e" '~he

prerequisite requirenlents in paragraph
(c) of this section, it will be filed by the
Dockets Management Branch, starnped
wi th the date of filing, and assigned a
docket number. The docket nurnber
identifies the file established hy the
Dockets Management Branch for all
submissions relating to the petiUon, as
provided in this part. Subsequent
submissions relating to the matter must
refer to the docket number and 'fJVill be
filed in the docket file. The Dockets
tv1anagement Branch will promptly
notify the petitioner in writing of the
filing and docket number of a petition.

(4) Any interested person filay submit
written comments to the Dockets
Management Branch on a filed petition
as provided in § 10.30(d) of this chapter.

(5) Within 90 days of the date of filing
the agency will furnish a response to the
petitioner. The response will either:

(i) State that the agency has
tentatively determined that the petition
merits the granting of an exemption, and
that it intends to publish in the Federal
Register a proposal to grant the
exemption through rulemaking;

(ii) Deny the petition and state the
reasons for such denial; or

(iii) Provide a tentative response
indica ting why the agency has hf~en

unahIe to reach a decision on the
peti tion, e.g., because of other agency
priorities or a need for additional
information.

(g) If a State submits a petiHon for
exenlption of a State requirenlent from
preemption under section 403A(a)(3)
through (a)(5) of the act before May 8,
1992, that State requirement \viB not be
subject to preemption until:

(1) November 8, 1992; or
(2) Action on the petition, whichever

occurs later.

Da ted: November 4, 1991.

David A. Kessler,
Comlnjssjoner ofFood and Drugs
Louis W. Sullivan,
Secretary ofHealth and Human (,'Je.ndces.
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