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application are reasonably expected to
cause losses meeting any of the fol-
lowing criteria:

(1) For pest activity that primarily
affects the current crop or other out-
put, one or more of the following:

(i) Yield loss greater than or equal to
20%;

(if) Economic loss, including revenue
losses and cost increases, greater than
or equal to 20% of gross revenues;

(iii) Economic loss, including revenue
losses and cost increases, greater than
or equal to 50% of net revenues;

(2) For any pest activity where EPA
determines that the criteria in para-
graph (h)(1) would not adequately de-
scribe the expected loss, substantial
loss or impairment of capital assets, or
a loss that would affect the long-term
financial viability expected from the
productive activity.

(i) The term Special Review refers to
any interim administrative review of
the risks and benefits of the use of a
pesticide conducted pursuant to the
provisions of EPA’s Rebuttable Pre-
sumption Against Registration rules,
40 CFR 162.11(a), or any subsequent
version of those rules.

(J) The term unreasonable adverse ef-
fects on the environment means any un-
reasonable risk to man or the environ-
ment, taking into account the eco-
nomic, social, and environmental costs
and benefits of the use of any pesticide.

(k) The term invasive species means,
with respect to a particular ecosystem,
any species that is not native to that
ecosystem, and whose introduction
does or is likely to cause economic or
environmental harm or harm to human
health.

() The term IR-4 program means the
Interregional Research Project No. 4, a
cooperative effort of the state land
grant universities, the U.S. Depart-
ment of Agriculture and EPA, to ad-
dress the chronic shortage of pest con-
trol options for minor crops, which are
generally of too small an acreage to
provide economic incentive for reg-
istration by the crop protection indus-
try.

[51 FR 1902, Jan. 15, 1986, as amended at 71
FR 4510, Jan. 27, 2006]
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(a) A State or Federal agency that
obtains an exemption may notify eligi-
ble users of the availability of the ex-
empted pesticide(s) through user
groups, retail dealers, and other means.
Notification may include distributing
copies of the section 18 approval letter,
labeling, or other information to eligi-
ble persons.

(b) As set forth more fully in §168.22
of this chapter, EPA interprets FIFRA
sections 12(a)(1) (A) and (B) as making
it unlawful for any person who distrib-
utes, sells, offers for sale, holds for
sale, ships, delivers for shipment, or re-
ceives and (having so received) delivers
or offers to deliver any pesticide, to ad-
vertise the pesticide for any use au-
thorized by an emergency exemption,
except for advertisements that are
placed in media that address only per-
sons in the geographical area to which
the exemption applies, state the name
and address of one or more retail deal-
ers where users may buy the pesticide,
and contain a prominent notice of the
limitations on use under the emer-
gency exemption. EPA may withdraw
an exemption if the use of the pesticide
covered by the exemption is advertised
unlawfully.

User notification; advertising.

[54 FR 1125, Jan. 11, 1989]

Subpart B—Specific, Quarantine,
and Public Health Exemptions

§166.20 Application for a specific,
quarantine, or public health exemp-
tion.

(a) General information required in an
application for a specific, quarantine or
public health exemption. An application
must be submitted in writing by the
head of the Federal or State agency,
the Governor of the State involved, or
their official designee. If a designee has
been delegated authority to request ex-
emptions, written authorization of
such delegation must accompany the
request or be on file with the Agency.
In addition, the application must con-
tain all applicable information speci-
fied in paragraphs (a) (1) through (11) of
this section.

(1) Identity of contact persons. (i) Un-
less otherwise specified, the person who
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submits the application will be consid-
ered the contact person for all matters
relating to administration of the emer-
gency exemption.

(ii) Requests should identify by name
and telephone number one or more
qualified experts who may be contacted
in case any gquestions arise concerning
the application.

(2) Description of the pesticide. The ap-
plication shall contain a description of
the pesticide(s) proposed for use under
the exemption. Such information shall
include:

(i) For a federally registered pes-
ticide product:

(A) A copy of the label(s) if a specific
product(s) is/are requested; or the for-
mulation(s) requested if a specific
product is not requested; and

(B) A copy of any additional labeling
proposed for the emergency exemption;
or

(ii) For any other pesticide products:

(A) A confidential statement of for-
mula or reference to one already sub-
mitted to the Agency; and

(B) Complete labeling to be used in
connection with the proposed exemp-
tion use.

(3) Description of the proposed use. The
application shall identify all of the fol-
lowing:

(i) Sites to be treated, including their
locations within the State;

(ii) The method of application;

(iii) The rate of application in terms
of active ingredient and product;

(iv) The maximum number of appli-
cations;

(v) The total acreage or other appro-
priate unit proposed to be treated;

(vi) The total amount of pesticide
proposed to be used in terms of both
active ingredient and product;

(vii) All applicable restrictions and
requirements concerning the proposed
use which may not appear on labeling;

(viii) The duration of the proposed
use; and

(ix) Earliest possible harvest dates.

(4) Alternative methods of control. The
application shall contain:

(i) A detailed explanation of why the
pesticide(s) currently registered for the
particular use proposed in the applica-
tion is not available in adequate sup-
plies and/or effective to the degree
needed to control the emergency. If the
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applicant states that an available reg-
istered pesticide is ineffective for the
given situation, the statement must be
supported by field data which dem-
onstrate ineffectiveness of registered
pesticides, or, if such data are unavail-
able, statements by qualified agricul-
tural experts, extension personnel, uni-
versity personnel or other persons
similarly qualified in the field of pest
control; and

(ii) A detailed explanation of why al-
ternative practices, if available, either
would not provide adequate control or
would not be economically or environ-
mentally feasible.

(5) Effectiveness of proposed use. The
application shall contain data, a dis-
cussion of field trials, or other evi-
dence which provide the basis for the
conclusion that the proposed pesticide
treatment will be effective in dealing
with the emergency.

(6) Discussion of residues for food uses.
If the proposed use is expected to result
in residues of the pesticide in or on
food, the application shall list the food
likely to contain such residues and
shall contain an estimate of the max-
imum amount of the residue likely to
result from the proposed use, together
with the information on which such es-
timates are based.

(7) Discussion of risk information. The
application shall address the potential
risks to human health, endangered or
threatened species, beneficial orga-
nisms, and the environment expected
to result from the proposed use, to-
gether with references to data and
other supporting information.

(8) Coordination with other affected
State or Federal agencies. If the proposed
use of the pesticide is likely to be of
concern to other Federal or State agen-
cies, the application shall indicate that
such agencies have been contacted
prior to submission of the application,
and any comments received from such
agencies shall be submitted to EPA.

(9) Acknowledgment by registrant. The
application shall contain a statement
by the registrants of all pesticide prod-
ucts proposed for use acknowledging
that a request has been made to the
Agency for use of the pesticide under
this section. This acknowledgment
shall include a statement of support for
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the requested use, including the ex-
pected availability of adequate quan-
tities of the requested product under
the use scenario proposed by the appli-
cant(s); and the status of the registra-
tion in regard to the requested use in-
cluding appropriate petition numbers,
or of the registrant’s intentions regard-
ing the registration of the use.

(10) Description of proposed enforce-
ment program. Prior to approval, the ap-
plicant shall provide an explanation of
the authority of the applicant or re-
lated State or Federal agencies for en-
suring that use of the pesticide under
the proposed exemption would comply
with any special requirements imposed
by the Agency and a description of the
program and procedures for assuring
such compliance.

(11) Repeated uses. Applications for
the use of a pesticide at a site for
which the applicant has previously
been exempted under section 18 shall
contain an interim report summarizing
the results of the specific, quarantine,
or public health exemption previously
issued, if the application is submitted
prior to the time the final report for
the previous exemption is due. The in-
terim report shall contain that infor-
mation specified in §166.32 to the ex-
tent available at the time the applica-
tion is made.

(b) Information required for a specific
exemption. An application for a specific
exemption shall provide all of the fol-
lowing information, as appropriate,
concerning the nature of the emer-
gency:

(1) The scientific and common name
of the pest or pest complex;

(2) A discussion of the events which
brought about the emergency condi-
tion;

(3) A discussion of the anticipated
risks to endangered or threatened spe-
cies, beneficial organisms, or the envi-
ronment that would be remedied by the
proposed use of the pesticide; and

(4) A discussion of the anticipated
significant economic loss, together
with data and other information sup-
porting the discussion, that addresses
one or more of the following, as appro-
priate:

(i) Yield or utilized yield reasonably
anticipated in the absence of the emer-
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gency and expected losses in quantity
due to the emergency;

(ii) The information in paragraph
(b)(4)(i) of this section plus prices rea-
sonably anticipated in the absence of
the emergency and changes in prices
and/or production costs due to the
emergency;

(iii) The information in paragraph
(b)(4)(i1) of this section plus operating
costs reasonably anticipated in the ab-
sence of the emergency;

(iv) Any other information explain-
ing the economic consequences of the
emergency.

(5) Re-certification of an emergency
condition. Applicants for specific ex-
emptions may submit re-certification
applications relying on previously sub-
mitted information to satisfy the infor-
mation requirements of paragraphs
(a)(1) through (a)(10) of this section,
and of paragraphs (b)(1) through (b)(4)
of this section, where all of the fol-
lowing conditions are met:

(i) An exemption was granted for the
same pesticide at the same site to the
same applicant the previous year;

(i) The emergency condition could
reasonably be expected to continue for
longer than 1 year;

(iii) EPA has not declared the use in-
eligible for re-certification;

(iv) The use is not subject to public
notice pursuant to §166.24(a)(1) through
(@)(6);

(v) The applicant certifies that all of
the following are true:

(A) The emergency condition de-
scribed in the preceding year’s applica-
tion continues to exist;

(B) Except as expressly identified, all
information submitted in the preceding
year’s application is still accurate;

(C) Except as expressly identified,
the proposed conditions of use are iden-
tical to the conditions of use EPA ap-
proved for the preceding year;

(D) Any conditions or limitations on
the eligibility for re-certification iden-
tified in the preceding year’s notice of
approval of the emergency exemption
have been satisfied;

(E) The applicant is not aware of any
alternative chemical or non-chemical
practice that may offer a meaningful
level of pest control, or has provided
documentation that each such known
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practice does not provide adequate con-
trol or is not economically or environ-
mentally feasible.

(c) Information required for a quar-
antine exemption. An application for a
quarantine exemption shall provide all
of the following information con-
cerning the nature of the emergency:

(1) The scientific and common name
of pest;

(2) The origin of pest and the means
of its introduction or spread if known;
and

(3) The anticipated
controlling the pest.

(d) Information required for a public
health exemption. An application for a
public health exemption shall provide
all the following information con-
cerning the nature of the emergency:

(1) The scientific and common name
of the pest to be controlled and, if the
pest is a vector, a description of the
disease it is expected to transmit;

(2) A discussion of the magnitude of
the health problems which are expected
to occur without the pesticide use; and

(3) Discussion of the availability of
medical treatment for the health prob-
lem.

impact of not

[51 FR 1902, Jan. 15, 1986, as amended at 58
FR 34203, June 23, 1993; 71 FR 4511, Jan. 27,
2006]

§166.22 Consultation with the Sec-
retary of Agriculture and Gov-
ernors of the States.

The Agency, in determining whether
or not such emergency conditions
exist, shall consult with the Secretary
of Agriculture and the Governor of any
State concerned if they request such
determination.

§166.24 Public notice of receipt of ap-
plication and opportunity for pub-
lic comment.

(a) Publication requirement. The Ad-
ministrator shall issue a notice of re-
ceipt in the FEDERAL REGISTER for a
specific, quarantine, or public health
exemption and request public comment
when any one of the following criteria
is met:

(1) The application proposes use of a
new chemical;

(2) The application proposes the first
food use of an active ingredient;
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(3) The application proposes any use
of a pesticide if the pesticide has been
subject to a suspension notice under
section 6(c) of the Act;

(4) The application proposes use of a
pesticide which:

(i) Was the subject of a notice under
section 6(b) of the Act and was subse-
quently cancelled, and

(ii) Is intended for a use that poses a
risk similar to the risk posed by any
use of the pesticide which was the sub-
ject of the notice under section 6(b);

(5) The application proposes use of a
pesticide which:

(i) Contains an active ingredient
which is or has been the subject of a
Special Review, and

(i) Is intended for a use that could
pose a risk similar to the risk posed by
any use of the pesticide which is or has
been the subject of the Special Review;

(6) The application proposes use of a
pesticide which:

(i) Was voluntarily canceled under
section 6(f) of the Act, and

(ii) Is intended for a use that poses a
risk similar to the risk posed by any
use of the pesticide which was volun-
tarily canceled under section 6(f);

(7) The application proposes use of a
pesticide for a specific or public health
exemption, if:

(i) An emergency exemption has been
requested or approved for that use in
any 3 previous years, or any 5 previous
years if the use is supported by the IR-
4 program, and

(ii) A complete application for reg-
istration of that use and/or a petition
for tolerance for residues in or on the
commodity has not been submitted to
the Agency; or

(8) The Administrator
that publication of notice
priate.

(b) Contents. The notice of receipt of
an application for an emergency ex-
emption shall contain the following in-
formation:

(1) The name of the applicant;

(2) The name of the active ingredient
requested for use, including, if avail-
able, the common name and the Chem-
ical Abstracts Service (CAS) number;

(3) The total amount of product or
active ingredient proposed for use;

(4) The geographical location where
treatment is proposed;

determines
is appro-
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