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Subpart A—State and Local
Requirements

§100.1 Petitions requesting exemption
from preemption for State or local
requirements.

(a) Scope and purpose. (1) This subpart
applies to the submission and consider-
ation of petitions under section 403A(b)
of the Federal Food, Drug, and Cos-
metic Act (the act), by a State or a po-
litical subdivision of a State, request-
ing exemption of a State requirement
from preemption under section 403A(a)
of the act.

(2) Section 403A(b) of the act provides
that where a State requirement has
been preempted under section 403A(a)
of the act, the State may petition the
agency for an exemption. The agency
may grant the exemption, under such
conditions as it may prescribe by regu-
lation, if the agency finds that the
State requirement will not cause any
food to be in violation of any applica-
ble requirement under Federal law,
will not unduly burden interstate com-
merce, and is designed to address a par-
ticular need for information that is not
met by the preemptive Federal require-
ment.

(b) Definitions. (1) Act means the Fed-
eral Food, Drug, and Cosmetic Act (21
U.S.C. 321 et seq.).

(2) Agency means the Food and Drug
Administration.

(38) Commissioner means the Commis-
sioner of Food and Drugs.

(4) State means a State as defined in
section 201(a)(1) of the act (which in-
cludes a territory of the United States,
the District of Columbia, and Puerto
Rico) or any political subdivision of a
State having authority to issue food
standards and food labeling regulations
having force of law.

(b) State requirement means any stat-
ute, standard, regulation, or other re-
quirement that is issued by a State.

(c) Prerequisites for petitions for exemp-
tion from preemption. The Food and
Drug Administration will consider a
petition for exemption from preemp-
tion on its merits only if the petition
demonstrates that:

(1) The State requirement was en-
acted or was issued as a final rule by
an authorized official of the State and
is in effect or would be in effect but for
the provisions of section 403A of the
act.

(2) The State requirement is subject
to preemption under section 403A(a) of
the act because of a statutory provi-
sion 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 with a
designated effective date, and that was
issued under the authority of a statu-
tory provision listed in that section.
For the purposes of this subpart, all pe-
titions seeking exemption from pre-
emption under section 403A(a)(3)
through (a)(5) of the act submitted be-
fore May 8, 1992, will be considered
timely even though the applicable stat-
utory provisions or regulations are not
vet in effect.

(3) The petitioner is an official of a
State having authority to act for, or on
behalf of, the Government in applying
for an exemption of State requirements
from preemption.

(4) The State requirement is subject
to preemption under section 403A(a) of
the act because it is not identical to
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the requirement of the preemptive Fed-
eral statutory provision or regulation
including a standard of identity, qual-
ity, and fill. “Not identical to’’ does
not refer to the specific words in the
requirement but instead means that
the State requirement directly or indi-
rectly imposes obligations or contains
provisions concerning the composition
or labeling of food, or concerning a
food container, that:

(i) Are not imposed by or contained
in the applicable provision (including
any implementing regulation) of sec-
tion 401 or 403 of the act; or

(ii) Differ from those specifically im-
posed by or contained in the applicable
provision (including any implementing
regulation) of section 401 or 403 of the
act.

(d) Form of petition. (1) All informa-
tion included in the petition should
meet the general requirements of
§10.20(c) of this chapter.

(2) An original and one copy of the
petition shall be submitted, or the peti-
tioner may submit an original and a
computer readable disk containing the
petition. Contents of the disk should be
in a standard format, such as ASCII
format. (Petitioners interested in sub-
mitting a disk should contact the Cen-
ter for Food Safety and Applied Nutri-
tion for details.)

(3) Petitions for exemption from pre-
emption for a State requirement shall
be submitted to the Division of Dock-
ets Management in the following form:

(Date)

Division of Dockets Management,

Food and Drug Administration,
Department of Health and Human Services,
5630 Fishers Liane, rm. 1061,

Rockville, MD 20852.

PETITION REQUESTING EXEMPTION FROM
PREEMPTION FOR STATE REQUIREMENT

The undersigned submits this petition
under section 403A(b)of the Federal Food,
Drug, and Cosmetic Act to request that the
Food and Drug Administration exempt a
State requirement from preemption.

The undersigned has authority to act for,
or on behalf of, the (identify State or political
subdivision of the State) because (document pe-
titioner’s authority to submit petition on behalf
of the State).

21 CFR Ch. | (4-1-06 Edition)

A. Action Requested

1. Identify and give the exact wording of
the State requirement and give date it was
enacted or issued in final form.

2. Identify the specific standard or regula-
tion that is believed to preempt the State re-
quirement and the section and paragraph of
the act that the standard or regulation im-
plements.

B. Documentation of State Requirement

Provide a copy of the State requirement
that is the subject of the application. Where
available, the application should also include
copies of any legislative history or back-
ground materials used in issuing the require-
ment, including hearing reports or studies
concerning the development or consideration
of the requirement.

C. Statement of Grounds

A petition for an exemption from preemp-
tion should contain the following:

1. An explanation of the State requirement
and its rationale, and a comparison of State
and Federal requirements to show dif-
ferences.

2. An explanation of why compliance with
the State requirement would not cause a
food to be in violation of any applicable re-
quirement under Federal law.

3. Information on the effect that granting
the State petition will have on interstate
commerce. The petition should contain in-
formation on economic feasibility, i.e.,
whether the State and Federal requirements
have significantly different effects on the
production and distribution of the food prod-
uct; comparison of the costs of compliance as
shown by data or information on the actual
or anticipated effect of the State and Fed-
eral requirements on the sale and price of
the food product in interstate commerce; and
the effect of the State requirement on the
availability of the food product to con-
sumers. To the extent possible, the petition
should include information showing that it
is practical and feasible for producers of food
products to comply with the State require-
ment. Such information may be submitted in
the form of statements from affected persons
indicating their ability to comply.

4. Identification of a particular need for in-
formation that the State requirement is de-
signed to meet, which need is not met by
Federal law. The petition should describe the
conditions that require the State to petition
for an exemption, the information need that
the State requirement fulfills, the inad-
equacy of the Federal requirement in ad-
dressing this need, and the geographical area
or political subdivision in which such need
exists.
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D. Environmental Impact
The petition shall contain a claim for cat-
egorical exclusion under 21 CFR 25.24 or an
environmental assessment under 21 CFR
25.31.

E. Notification
Provide name and address of person,
branch, department, or other instrumen-
tality of the State government that should
be notified of the Commissioner’s action con-
cerning the petition.

F. Certification

The undersigned certifies, that, to the best
knowledge and belief of the undersigned, this
petition includes all information and views
on which the petition relies.

(Signature)

(Name of petitioner)
(Mailing address)
(Telephone number)

(Information collection requirements in
this section were approved by the Office of
Management and Budget (OMB) and assigned
OMB number 0910-0277)

(e) Submission of petition for exemption;
public disclosure. The availability for
public disclosure of a petition for ex-
emption will be governed by the rules
specified in §10.20(j) of this chapter.

(f) Agency consideration of petitions. (1)
Unless otherwise specified in this sec-
tion, all relevant provisions and re-
quirements of subpart B of part 10 of
this chapter, are applicable to State
petitions requesting exemption from
Federal preemption under section
403A(b) of the act.

(2) If a petition does not meet the
prerequisite requirements of paragraph
(c) of this section, the agency will issue
a letter to the petitioner denying the
petition and stating in what respect
the petition does not meet these re-
quirements.

(3) If a petition appears to meet the
prerequisite requirements in paragraph
(c) of this section, it will be filed by the
Division of Dockets Management,
stamped with the date of filing, and as-
signed a docket number. The docket
number identifies the file established
by the Division of Dockets Manage-
ment for all submissions relating to
the petition, as provided in this part.
Subsequent submissions relating to the
matter must refer to the docket num-
ber and will be filed in the docket file.
The Division of Dockets Management
will promptly notify the petitioner in
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writing of the filing and docket number
of a petition.

(4) Any interested person may submit
written comments to the Division of
Dockets Management on a filed peti-
tion 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 ei-
ther:

(i) State that the agency has ten-
tatively 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 in-
dicating why the agency has been un-
able to reach a decision on the peti-
tion, e.g., because of other agency pri-
orities or a need for additional infor-
mation.

(g) If a State submitted a petition for
exemption of a State requirement from
preemption under section 403A(a)(3)
through (a)(5) of the act before May 8,
1992, that State requirement will not
be subject to preemption until:

(1) November 8, 1992; or

(2) Action on the petition, whichever
occurs later.

[568 FR 2468, Jan. 6, 1993]

§100.2 State enforcement of Federal
regulations.

(a) Under section 307 of the Federal
Food, Drug, and Cosmetic Act (the
act), a State may bring, in its own
name and within its own jurisdiction,
proceedings for the civil enforcement,
or to restrain violations, of sections
401, 403(b), 403(c), 403(d), 403(e), 403(f),
403(g), 403(h), 403(i), 403(k), 403(q), or
403(r) of the act if the food that is the
subject of the proceedings is located in
the State.

(b) No proceeding may be commenced
by a State under paragraph (a) of this
section:

(1) Before 30 days after the State has
given notice to the Food and Drug Ad-
ministration (FDA) that the State in-
tends to bring such proceeding.

(2) Before 90 days after the State has
given notice to FDA of such intent if



