AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§165.97

(3) Conditions noted;

(4) Specific maintenance performed.

(b) Records for any non-stationary
pesticide container designed to hold
undivided quantities of agricultural
pesticides equal to or greater than 500
gallons (1,890 liters) of liquid pesticide
or equal to or greater than 4,000 pounds
(1,818 kilograms) of dry pesticide that
holds pesticide but is not protected by
a secondary containment unit meeting
these regulations must be kept for 3
years. Records on these non-stationary
pesticide containers must include the
time period that the container remains
at the same location.

(c) Records of the construction date
of the containment structure must be
kept for as long as the pesticide con-
tainment structure is in use, and for 3
years afterwards.

§165.97 States with existing contain-
ment programs.

(a) What options are available to States
that already have containment regula-
tions? States that have promulgated
containment regulations effective prior
to August 16, 2006, and which also have
primary enforcement responsibility
and/or certification programs, have the
option of continuing to implement
their own programs in lieu of these
Federal regulations.

(b) How may a State request authority
to continue implementing its State con-
tainment regulations? A State with pes-
ticide containment regulations may re-
quest the authority to continue imple-
menting State containment regula-
tions by August 16, 2007 in the fol-
lowing manner:

(1) The State must submit a letter
and any supporting documentation to
EPA. Supporting documentation must
demonstrate that the State’s program
is providing environmental protection
equivalent to or more protective than
that expected to be provided by the
Federal regulations in this subpart.

(2) The State must identify any sig-
nificant changes to State regulations
which would be necessary in order to
provide environmental protection
equivalent to the EPA regulations, and
develop an estimated timetable to ef-
fect these changes. The letter must be
signed by the designated State Lead
Agency.
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(c) How will EPA notify the State if its
request is granted? EPA’s Office of Pes-
ticide Programs will review the State’s
correspondence and determine whether
the State program is adequate to pro-
vide environmental protection equiva-
lent to or more protective than these
Federal regulations for new and exist-
ing containment structures. EPA’s Of-
fice of Pesticide Programs will inform
the State of its determination through
a letter authorizing or declining to au-
thorize the State to continue imple-
menting its containment regulations
and will detail any reasons for declin-
ing authorization.

(d) How must a State inform EPA of re-
visions to its containment regulations?
Any state that has received authoriza-
tion to continue implementing its
state containment regulations must in-
form EPA by letter signed by the des-
ignated State Lead Agency within 6
months of any revision to the State’s
containment regulations. EPA will in-
form the state by letter if it deter-
mines that the State’s containment
regulations are no longer adequate
based on the revisions. The State’s con-
tainment regulations will remain in ef-
fect, unless and until EPA sends the
state a letter making this determina-
tion.

[71 FR 47422, Aug. 16, 2006, as amended at 73
FR 64228, Oct. 29, 2008]
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Subpart A—General Provisions

§166.1 Purpose and organization.

(a) Purpose and scope. Section 18 of
the Act authorizes the Administrator
to exempt State and Federal agencies
from any provision of the Act, if he de-
termines that emergency conditions
exist which require an exemption. The
regulations in this part establish pro-
cedures whereby the Administrator
may exempt a Federal or State agency
from the provisions of the Act which
regulate the manner in which a pes-
ticide is made available for use or is
used.

(b) Organization. (1) The provisions in
subpart A of this part describe the four
types of emergency exemptions author-
ized by the Agency and define terms
used in this part.

(2) Subpart B of this part establishes
procedures and criteria for specific,
quarantine, and public health exemp-
tions.

(3) Subpart C of this part establishes
procedures and criteria for crisis ex-
emptions.

§166.2 Types of exemptions.

There are four types of emergency
exemptions which may be authorized:
specific, quarantine, public health, and
crisis exemptions.

§166.3

(a) Specific exemption. A specific ex-
emption may be authorized in an emer-
gency condition to avert:

(1) A significant economic loss; or

(2) A significant risk to:

(i) Endangered species,

(ii) Threatened species,

(iii) Beneficial organisms, or

(iv) The environment.

(b) Quarantine exemption. A quar-
antine exemption may be authorized in
an emergency condition to control the
introduction or spread of any pest that
is an invasive species, or is otherwise
new to or not theretofore known to be
widely prevalent or distributed within
and throughout the United States and
its territories.

(c) Public health eremption. A public
health exemption may be authorized in
an emergency condition to control a
pest that will cause a significant risk
to human health.

(d) Crisis exemption. A crisis exemp-
tion may be utilized in an emergency
condition when the time from dis-
covery of the emergency to the time
when the pesticide use is needed is in-
sufficient to allow for the authoriza-
tion of a specific, quarantine, or public
health exemption.

[61 FR 1902, Jan. 15, 1986, as amended at 71
FR 4510, Jan. 27, 2006]

§166.3 Definitions.

Terms used in this part have the
same meaning as in the Act. In addi-
tion, as used in this part, the following
terms shall apply:

Act means the Federal Insecticide,
Fungicide, and Rodenticide Act, as
amended.

Agency and EPA mean the U. S. Envi-
ronmental Protection Agency.

Beneficial organism means any polli-
nating insect, or any pest predator,
parasite, pathogen or other biological
control agent which functions natu-
rally or as part of an integrated pest
management program to control an-
other pest.

Emergency condition means an urgent,
non-routine situation that requires the
use of a pesticide(s) and shall be
deemed to exist when:

(1) No effective pesticides are avail-
able under the Act that have labeled
uses registered for control of the pest
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under the conditions of the emergency;
and

(2) No economically or environ-
mentally feasible alternative practices
which provide adequate control are
available; and

(3) The situation:

(i) Involves the introduction or dis-
semination of an invasive species or a
pesticide new to or not theretofore
known to be widely prevalent or dis-
tributed within or throughout the
United States and its territories; or

(ii) Will present significant risks to
human health; or

(iii) Will present significant risks to
threatened or endangered species, ben-
eficial organisms, or the environment;
or

(iv) Will cause significant economic
loss due to:

(A) An outbreak or an expected out-
break of a pest; or

(B) A change in plant growth or de-
velopment caused by unusual environ-
mental conditions where such change
can be rectified by the use of a pes-
ticide(s).

First food use means the use of a pes-
ticide on a food or in a manner which
otherwise would be expected to result
in residues in a food, if no tolerance or
exemption from the requirements of a
tolerance for residues of the pesticide
on any food has been established for
the pesticide under section 408 of the
Federal Food, Drug, and Cosmetic Act.

Food means any article used for food
or drink for man or animals.

Invasive species means, with respect
to a particular ecosystem, any species
that is not native to that ecosystem,
and whose introduction does or is like-
ly to cause economic or environmental
harm or harm to human health.

IR-4 means the Interregional Re-
search Project No. 4, a cooperative ef-
fort of the state land grant univer-
sities, the U.S. Department of Agri-
culture and EPA, to address the chron-
ic shortage of pest control options for
minor crops, which are generally of too
small an acreage to provide economic
incentive for registration by the crop
protection industry.

New chemical means an active ingre-
dient not contained in any currently
registered pesticide.
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Significant economic loss means that,
compared to the situation without the
pest emergency and despite the best ef-
forts of the affected persons, the emer-
gency conditions at the specific use
site identified in the application are
reasonably expected to cause losses
meeting any of the following 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%.

(ii) 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 (1) of this definition would not
adequately describe the expected loss,
substantial loss or impairment of cap-
ital assets, or a loss that would affect
the long-term financial viability ex-
pected from the productive activity.

Special Review means any interim ad-
ministrative review of the risks and
benefits of the use of a pesticide con-
ducted pursuant to the provisions of
part 154 of this chapter, or §162.11 of
this chapter prior to November 27, 1985,
or any subsequent version of those
rules.

Unreasonable adverse effects on the en-
vironment means any unreasonable risk
to man or the environment, taking
into account the economic, social, and
environmental costs and benefits of the
use of any pesticide.

[78 FR 75597, Dec. 12, 2008]

§166.7 User notification; advertising.

(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
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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.

[564 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
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 questions 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:

§166.20

(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
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.
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(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.

() 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
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
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by the Agency and a description of the
program and procedures for assuring
such compliance.

(11) Repeated wuses. 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 1loss, 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-
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)(ii) 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
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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;

(ii) 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
(a)(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
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 impact of not
controlling the pest.

(d) Information required for a public
health exemption. An application for a
public health exemption shall provide

§166.24

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.

[61 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;

(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
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(ii) 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 determines
that publication of notice is appro-
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;

(5) The proposed number of acres or
other appropriate units proposed to be
treated;

(6) A summary of the applicant’s de-
scription of the emergency conditions
including the pest and the site or crop
to be treated;

(7T) A description of the major condi-
tions of use of the pesticide as proposed
by the applicant;

(8) If the pesticide proposed for use
meets the criteria of paragraph (a) (3),
(4), or (5) of this section, an identifica-
tion of the types of risks that were the
basis for EPA’s regulatory action; and

(9) The name, telephone number, and
address of a person in the Agency who
can provide further information.
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(c) Length of comment period. Nor-
mally, a notice of receipt shall give the
public 15 days in which to file com-
ments on the application. The Admin-
istrator may shorten or eliminate the
comment period if he determines that
the time available for a decision on the
application requires it and shall state
reasons for such action in a notice in
the FEDERAL REGISTER. The Adminis-
trator may extend the comment period
if additional time for comment is re-
quested and such an extension would
not interfere with a timely decision on
the application.

[61 FR 1902, Jan. 15, 1986, as amended at 71
FR 4511, Jan. 27, 2006]

§166.25 Agency review.

(a) General. The Agency will review
all requests as expeditiously as pos-
sible, making every attempt to respond
to requests prior to the time when the
proposed use is needed. The Agency
will review the application and other
available data necessary to make a de-
termination with respect to all of the
following:

(1) Whether an emergency condition
exists or will exist;

(2) The Agency’s ability and inten-
tion to establish a time-limited toler-
ance(s) or exemption(s) from the re-
quirement of a tolerance for any pes-
ticide residues resulting from the au-
thorized use, identifying the level of
permissible residues in or on food or
feed resulting from the proposed use;

(3) The anticipated benefits to be de-
rived from the proposed use; and

(4) The potential risks to human
health, endangered or threatened spe-
cies, beneficial organisms, and the en-
vironment from the proposed use.

(b) Criteria for approval. The Adminis-
trator may authorize a specific, public
health, or quarantine exemption, based
on the information available to the
Agency, after:

(1) He determines that:

(i) An emergency condition exists;

(ii) The use of the pesticide under the
exemption will not cause unreasonable
adverse effects on the environment;

(iii) Registration of the pesticide use
for which the exemption is requested
has not been suspended under section
6(c) of the Act or cancelled following a
notice under section 6(b) of the Act,
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unless the use is authorized in accord-
ance with the provisions of §§164.130
through 164.133 of this chapter;

(2) Giving due consideration to:

(i) Whether the pesticide is reason-
ably likely to be used in compliance
with the requirements imposed by the
Agency under the exemption; and

(ii) The progress which has been
made toward registration of the pro-
posed use, if a repeated specific or pub-
lic health exemption is sought. It shall
be presumed that if a complete applica-
tion for registration of a use, which has
been under a specific or public health
exemption for any 3 previous years, or
any 5 previous years if the use is sup-
ported for registration by the IR-4 pro-
gram, has not been submitted, reason-
able progress towards registration has
not been made.

[61 FR 1902, Jan. 15, 1986, as amended at 71
FR 4511, Jan. 27, 2006]

§166.28

(a) Specific or public health exemptions.
EPA shall allow use of a pesticide
under a specific or public health ex-
emption for as long a period as is rea-
sonably expected to be necessary but in
no case for longer than 1 year.

(b) Quarantine exemption. EPA shall
allow use of a pesticide under a quar-
antine exemption for as long a period
as is deemed necessary but in no case
for longer than 3 years. Quarantine ex-
emptions may be renewed. Interim re-
ports containing the information speci-
fied in §166.32(b) to the extent available
shall be filed annually.

Duration of exemption.

§166.30 Notice of Agency decision.

(a) Notification of applicants. The
Agency shall notify an applicant of its
decision to approve or deny an applica-
tion request for an emergency exemp-
tion in a timely manner.

(1) Incomplete applications. The Agen-
cy may discontinue the processing of
any application that does not address
all of the requirements of §166.20 until
such time the additional information is
submitted by the applicant.

(2) Complete applications—(i) Denials.
The Agency shall provide the specific
reasons and rationale for denying the
exemption request. If the denial is
based on a specific information gap,
the decision shall be reconsidered in a

§166.32

timely manner when the information
gap is filled.

(ii) Approvals. The Agency shall pro-
vide the specific terms and conditions
under which the exempted pesticide
may be used.

(b) Federal Register publication. (1) At
least quarterly, the Administrator
shall issue a notice in the FEDERAL
REGISTER announcing all approvals of
specific, quarantine, and public health
exemptions. The notice shall contain
all of the following:

(i) The name of the applicant;

(ii) The pesticide authorized for use;

(iii) The crop or site to be treated;
and

(iv) The name, address, and telephone
number of a person in the Agency who
can provide further information.

(2) In addition, if EPA has issued a
Notice of Receipt of an application for
an exemption, it will issue a notice of
its final decision and the reasons for
that decision.

[61 FR 1902, Jan. 15, 1986, as amended at 71
FR 4512, Jan. 27, 2006]

§166.32 Reporting and recordkeeping
requirements for specific, quar-
antine, and public health exemp-
tions.

(a) Unexpected adverse effects informa-
tion. Any unexpected adverse effects re-
sulting from the use of a pesticide
under a specific, quarantine, or public
health exemption must be immediately
reported to the Agency.

(b) Interim and final reports. A final
report summarizing the results of pes-
ticide use under any specific, quar-
antine, or public health exemption
must be submitted to the Agency with-
in 6 months from the expiration of the
exemption unless otherwise specified
by the Agency. For quarantine exemp-
tions granted for longer than 1 year,
interim reports must be submitted an-
nually. When an application for re-
newal of the exemption is submitted
before the expiration of the exemption
or before submission of the final re-
port, an interim report must be sub-
mitted with the application. The infor-
mation in interim and final reports
shall include all of the following:

(1) Total acreage, amount of com-
modity or other unit treated and the
total quantity of the pesticide used;
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§166.34

(2) A discussion of the effectiveness
of the pesticide in dealing with the
emergency condition;

(3) A description of any unexpected
adverse effects which resulted from use
of the pesticide under the exemption;

(4) The results of any monitoring re-
quired and/or carried out under the ex-
emption;

(5) A discussion of any enforcement
actions taken in connection with the
exemption;

(6) Method(s) of disposition of a food
crop, if required to be destroyed under
an exemption; and

(7) Any other information requested
by the Administrator.

(c) Records. Records for all treat-
ments involving the first food use of a
pesticide will be maintained by the
agency to which the emergency exemp-
tion was granted for a minimum of 2
years following the date of expiration
of the exemption. On request by the
Agency these records shall be made
available to the Administrator.
Records will include all of the fol-
lowing:

(1) Locations where the pesticide was
applied;

(2) Dates of application (range); and

(3) Total quantity of the pesticide
used.

[61 FR 1902, Jan. 15, 1986, as amended at 58
FR 34203, June 23, 1993; 71 FR 4512, Jan. 27,
2006]

§166.34 EPA review of information ob-
tained in connection with emer-
gency exemptions.

EPA shall review information sub-
mitted in connection with emergency
exemptions and, when applicable, use it
in connection with other regulatory de-
cisions under the Act.

§166.35 Revocation or modification of
exemptions.

(a) Grounds. The Administrator may
revoke or modify the terms or condi-
tions of a specific, quarantine, or pub-
lic health exemption if he determines
one of the following:

(1) An emergency no longer exists;

(2) Use of the pesticide under the ex-
emption may cause unreasonable ad-
verse effects on the environment;

(3) The pesticide authorized under
the exemption is not effective at con-
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trolling the pest or conditions causing
the emergency; or

(4) The terms and conditions estab-
lished by the exemption and these reg-
ulations are not being complied with.

(b) Implementation. The revocation or
modification becomes effective as soon
as the Administrator notifies the State
or Federal agency which submitted the
application. Upon notification, the ap-
plicant is required immediately to take
all necessary steps to assure that fur-
ther use complies with the terms and
conditions of any modification or, if
the exemption has been revoked, to
stop further use.

Subpart C—Crisis Exemptions

§166.40 Authorization.

The head of a Federal or State agen-
cy, the Governor of a State, or their of-
ficial designee, may issue a crisis ex-
emption in situations involving an un-
predictable emergency situation when:

(a) An unpredictable emergency con-
dition exists;

(b) The time element with respect to
the application of the pesticide is crit-
ical, and there is not sufficient time ei-
ther to request a specific, quarantine,
or public health exemption or, if such a
request has been submitted, for EPA to
complete review of the request; and

(c) EPA has provided verbal con-
firmation that, for food uses, a toler-
ance or exemption from the require-
ment of a tolerance can be established
in a timely manner, responsive to the
projected timeframe of use of the
chemical and harvest of the com-
modity, and that, for any use, the
Agency has no other objection.

[61 FR 1902, Jan. 15, 1986, as amended at 71
FR 4512, Jan. 27, 2006]

§166.41 Limitations.

The crisis provisions may not be uti-
lized to authorize a pesticide use if any
of the following has occurred:

(a) EPA has informed the head of the
Federal or State agency, the Governor,
or their official designee, not to issue
such an exemption;

(b) The pesticide use has been sus-
pended under section 6(c) of the Act;
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(c) The pesticide use has been can-
celled following a notice issued under
section 6(b) of the Act;

(d) The pesticide contains a new
chemical; or

(e) The application proposes the first
food use of a pesticide.

§166.43 Notice to EPA and registrants
or basic manufacturers.

(a) Timing of notice. (1) The State or
Federal Agency issuing the crisis ex-
emption must notify the Administrator
in advance of utilization of the crisis
provisions.

(2) The State or Federal agency
issuing the crisis exemption shall no-
tify the registrant(s) or, if appropriate,
the basic manufacturer(s) of the pes-
ticide(s) being used under the crisis ex-
emption at the same time notice is
given to EPA or as soon thereafter as
possible.

(b) Contents of notice. Information re-
quired to be provided in notices shall
include all of the following:

(1) The name of the product and ac-
tive ingredient authorized for use,
along with the common name and CAS
number if available, including a copy
of the EPA registered label and use di-
rections appropriate to the authorized
use;

(2) The site on which the pesticide is
to be used or is being used;

(3) The use pattern;

(4) The date on which the pesticide
use is to begin and the date when the
use will end;

(5) An estimate of the level of resi-
dues of the pesticide expected to result
from use under the crisis exemption;

(6) Earliest anticipated harvest date
of the treated commodity;

(7) Description of the emergency situ-
ation; and

(8) Any other pertinent information
available at the time.

[61 FR 1902, Jan. 15, 1986, as amended at 58
FR 34203, June 23, 1993; 71 FR 4512, Jan. 27,
2006]

§166.45 Duration of crisis exemption.

A crisis exemption may be authorized
for:

(a) Only as long as is necessary to
control the pest or conditions causing
the emergency; and

§166.50

(b) No longer than 15 days, unless an
application requesting a specific, quar-
antine, or public health exemption for
this use has been submitted to the
Agency.

§166.49 Public notice of crisis exemp-
tions.

(a) Periodic notices. At least quar-
terly, the Administrator shall issue a
notice in the FEDERAL REGISTER an-
nouncing issuance of crisis exemptions.
The notice shall contain all of the fol-
lowing:

(1) The name of the applicant;

(2) The pesticide authorized for use;

(3) The crop or site to be treated; and

(4) The name, address, and telephone
number of a person in the Agency who
can provide further information.

(b) Annual reports. Annually, the
Agency shall issue a notice in the FED-
ERAL REGISTER that shall summarize:

(1) The number of crisis exemptions
declared; and

(2) The number of crisis exemptions
revoked.

[61 FR 1902, Jan. 15, 1986, as amended at 71
FR 4512, Jan. 27, 2006]

§166.50 Reporting and recordkeeping
requirements for crisis exemption.

(a) Adverse effects information. Any ad-
verse effects resulting from the use of a
pesticide under a crisis exemption
must be immediately reported to the
Agency.

(b) Final reports. (1) A report summa-
rizing the results of treatment under a
crisis exemption will be required to be
submitted to the Agency within 3
months following the last date of treat-
ment. If a specific, quarantine, or pub-
lic health exemption has been approved
while the crisis exemption is in effect,
however, the crisis exemption report
may be incorporated into the specific,
quarantine, or public health exemption
final report required under §166.32(b)
and submitted at the time it is due.

(2) Information to be included in the
crisis exemption report includes the
same information as required in
§166.32(b) and an explanation as to why
there was a need to utilize the crisis
provisions.
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(c) Records. Records will be main-
tained for a minimum of 2 years fol-
lowing the date of expiration of the ex-
emption. On request by the Agency,
these records shall be made available
to the Administrator. Records will in-
clude all of the following:

(1) Location where the pesticide was
applied;

(2) Dates of application (range); and

(3) Total quantity of the pesticide
used.

[61 FR 1902, Jan. 15, 1986, as amended at 58
FR 34203, June 23, 1993]

§166.53 EPA review of crisis exemp-
tion and revocation of authority.

(a) Review. When a crisis exemption
is about to be or has already been de-
clared by a State or Federal agency,
EPA will undertake an expedited re-
view of the pesticide to determine if
use of the pesticide may result in such
unreasonable health or environmental
risks that the crisis authority should
not be exercised or the crisis exemp-
tion should be revoked.

(b) Revocation—(1) Individual crisis ex-
emptions. A crisis exemption for the use
of a specific pesticide may be revoked
if the Administrator determines that:

(i) There are insufficient data to de-
termine the risks posed from the use;

(ii) Such action is necessary to pro-
tect man or the environment; or

(iii) The State or Federal agency is
not complying with the requirements
of this subpart C.

(2) State or Federal agency authority.
The Administrator may revoke the au-
thority of a State or Federal agency to
issue crisis exemptions for any pes-
ticide if he determines that:

(i) Such action is necessary to pro-
tect man or the environment; or

(ii) The State or Federal agency is
not complying with the requirements
of this subpart C.

(c) Reason for revocation. The Agency
shall provide the specific reasons for
revoking an agency’s authority to
issue a crisis exemption and for revok-
ing an issued crisis exemption.
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PART 167—REGISTRATION OF PES-
TICIDE AND ACTIVE INGREDIENT
PRODUCING  ESTABLISHMENTS,
SUBMISSION OF PESTICIDE RE-
PORTS

Subpart A—General Provisions

Sec.
167.3 Definitions.

Subpart B—Registration Requirements

167.20 Establishments
tion.

requiring registra-

Subparts C-D [Reserved]

Subpart E—Recordkeeping and Reporting
Requirements

167.85 Reporting requirements.
167.90 Where to obtain and submit forms.

AUTHORITY: 7 U.S.C. 136 (e) and (w).

SOURCE: 53 FR 35058, Sept. 8, 1988; 54 FR
32638, Aug. 9, 1989, unless otherwise noted.

Subpart A—General Provisions

§167.3 Definitions.

Terms used in this part shall have
the meanings set forth for such terms
in the Federal Insecticide, Fungicide,
and Rodenticide Act. In addition, when
used in this part, the following terms
shall have the meanings stated below:

Act means the Federal Insecticide,
Fungicide, and Rodenticide Act, as
amended, 7 U.S.C. 136 et seq.

Amount of pesticidal product means
quantity, expressed in weight or vol-
ume of the product, and is to be re-
ported in pounds for solid or semi-solid
pesticides and active ingredients or
gallons for liquid pesticides and active
ingredients, or number of individual re-
tail units for devices.

Current production [sales or distribu-
tion] means amount of planned produc-
tion in the calendar year in which the
pesticides report is submitted, includ-
ing new pesticidal products not pre-
viously sold or distributed.

Custom blender means any establish-
ment which provides the service of
mixing pesticides to a customer’s spec-
ifications, usually a pesticide(s)-fer-
tilizer(s), pesticide-pesticide, or a pes-
ticide-animal feed mixture, when: (1)
The blend is prepared to the order of
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