U. S. ENVIRONMENTAL PROTECTION AGENCY

j‘%m‘; OFFICE OF PREVENTION, PESTICIDES, AND TOXIC SUBSTANCES (OPPTS)
M 1200 Pennsylvania Avenue, N.W.

Washington, D.C. 20460

OMB REviEW UNDER ExeEcuTiVE ORDER 12866
DocUMENTATION OF CHANGES MADE DURING OMB REVIEW

Title of Action: Pesticides; Emergency Exemption Process Revisions; Proposed Rule

Docket #: OPP-2004-0039

FRL#: 7371-3 RIN #: 2070-AD36

This action was submitted to the Office of Management and Budget (OMB) for review under Executive Order
12866, which is entitled Regulatory Planning and Review (58 FR 51735, October 4, 1993). According to section
6(a)(3)(E) of the Executive Order, whenever the Agency makes publicly available a regulatory action that was
reviewed under Executive Order 12866, the Agency is also required to:

(1) Make available to the public a copy of the information that was provided to OMB's Office of Information
and Regulatory Affairs (OIRA) for review under to the Executive Order, i.e., the text of the draft
regulatory action and, if applicable, an assessment of the potential costs and benefits; as well as
additional information required for those actions that are determined to be economically significant
under section 3(f) of the Executive Order (see section 6(a)(3)(B) & (C));

(2) Identify for the public any substantive changes between the draft submitted to OMB and the action that
was subsequently issued, using a method that is complete, clear and simple; and

(3) Identify for the public those substantive changes made at the suggestion or recommendation of OIRA.

[Please check the appropriate box.]

For this regulatory action, substantive changes at the suggestion of OMB

G were [include in the docket the information identified in items 1-3 below]
O were not [need only include in the docket the information identified under item 1 below]

made to the regulatory action reviewed under Executive Order 12866.

[Please check the appropriate box.]:

that were made;

G Other (please describe):

G Other (please describe):

Accordingly, the Agency has included the following information in the public docket for this regulatory action

_/ (1) A copy of the information that was provided to OIRA for review under to the Executive Order;

__ (2) Using one of the following methods, documentation of any substantive changes that were made to the draft
regulatory text that was submitted to OIRA, when compared with what subsequently published:

G A copy of the draft regulatory action submitted, with redline and strikeout to show the substantive changes

G A document that identifies the substantive changes that were made, with page and paragraph references to
the draft regulatory action that was submitted; or

__ (3) Substantive changes made at the suggestion or recommendation of OMB, if any, are identified:

G Through attributions to OMB in the redline and strikeout version or other document identifying the changes;

If you have any questions about the regulatory action or this documentation, please call the contact:

Name: Joe Hogue

E- Mail: hogue.joe@epa.gov Phone: 703-308-9072

OPPTS/RCS - OMB-7f (09/17/97; rev. 02/10/02)




Attachment 1 (electronic rendition of original)

EXECUTIVE ORDER 12866 SUBMISSION

[202] 395-6880, or your OIRA Desk Officer.

Unfunded Mandate) to:

Important

Please read the Instructions on the reverse side before completing this form.

For additional forms or assistance in completing this form, contact the OIRA Docket Library,

Send three copies of this form and supporting material (four copies if Economically Significant or an

Office of Information and Regulatory Affairs
Office of Management and Budget
Attention: Docket Library, Room 3201

725 17th Street N.W.

Washington, DC 20503

1. Agency/Subagency originating request:
US EPA, Office of Prevention, Pesticides and
Toxic Substances (OPPTS)

2. Regulation Identifier Number (RIN):

2070-AD36

3. Title:

Pesticides; Emergency Exemption Process Revisions

4. Stage of Development

Prerule

X Proposed Rule

Interim Final Rule
Final Rule
Final Rule -No material change
Notice
______ Other

Description of Other

5. Legal Deadline for this Submission:
a) QvYes O No

b) Date: / /
DD MM YY

c) Q Statutory Q Judicial

7. Agency Contact (person who can best answer
questions regarding the content of this
submission):

Angela F. Hofmann, Office of the Assistant
Administrator Phone (202 ) 564-0258

6. Designations
a) Economically Significant (E.O. 12866)
QYes ONo

b) Unfunded Mandate (2 U.S.C. 1532)
QYes ONo

If either of the above is “Yes,” submit four (4) complete
packages to OIRA.

E.O. 12866 and any applicable policy directives.

Certification for Executive Order 12866 Submissions
The authorized regulatory contact and the program official certify that the agency has complied with the requirement of

Signature of Program Official:

# Angela F. Hofmann

Angela F. Hofmann, Director of Regulatory Coordination for OPPTS

Date:

March 24, 2004

Signature of Authorized Regulatory Contact:

#n Ken Munis

Ken Munis, Associate Director, Office of Regulatory Planning & Management, OPEI

Date:

May 27, 2004
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Revision: 12/97 (Previous versions obsolete)




INSTRUCTIONS FOR REQUESTING OMB REVIEW UNDER EXECUTIVE ORDER 12866

GENERAL

Please make sure to answer all questions and have the
appropriate officials sign the form.

1. Agency/Subagency

Provide the name of the agency or subagency originating the
request. For most Cabinet-level agencies, a subagency
designation is also necessary. For non-Cabinet agencies,

the subagency designation is generally unnecessary.

EXAMPLE

1. Agency/Subagency originating request:
Department of the Interior
Nati onal Park Service
or

Ofice of Personnel Managenent

2. Regulation Identifier Number (RIN)

The RIN is the means by which rules are linked across the
Unified Agenda of Federal Regulations (Agenda), the
Regulatory Plan, and Executive Order 12866.

RINs are assigned to items in the Agenda by the Regulatory
Information Service Center (Center). For E.O. 12866
submissions that have not appeared in the Agenda, the
agency must obtain a RIN from the Center. The RIN is a
prerequisite to the regulatory action being logged in at OIRA.

EXAMPLE

2. Regulation Identifier Number (RIN)
1024- AA12

3. Title

Please provide a brief title that describes, as specifically as
you can, the subject of this rulemaking. Avoid using general
headings or the title of the CFR part for your rulemaking. To
the extent possible, you should keep the title the same as in
the Agenda. Also, you should use the same title for all
stages of a rulemaking.

4. Stages of Development

Check the stage of development for this action.

Check “Prerule” when the action submitted for review seeks
to determine whether or how to initiate rulemaking.

Examples include ANPRMs and reviews of existing
regulations.

Check “Proposed Rule” when the action submitted will be
published in the Proposed Rules section of the Federal
Register (for example, an NPRM).

Check “Interim Final Rule” when the action submitted will be
published in the Rules and Regulations section of the Federal
Register with an Action caption of Interim Rule or Interim Final
Rule.

Check “Final Rule” when the action submitted will be published
in the Rules and Regulations section of the Federal Register
and there have been material changes in the facts and
circumstances upon which the previous action was based.

Check “Final Rule - No material change” when the action
submitted is associated with a previous request (for example,
an NPRM) and there has been no material change in the facts
and circumstances upon which the previous action was based.

Check “Notice” when the action submitted will be published in
the Notices section of the Federal Register.

Check “Other” when the action does not meet the criteria of any
of the above categories. (Indicate on the line provided what type
of action you are submitting; for example, a policy statement.)

5. Legal Deadline for This Submission

The deadline is for the regulatory action in this submission only
and not for any future or past action in this rulemaking
proceeding.

a) Indicate whether the action submitted is subject to any
specific legal deadline. For example, if this submissions for an
NPRM

and the Final Rule Stage has a deadline, check No. If this
submission is for the Final Rule, check Yes.

b) If 5a is Yes, provide the month, day, and year of the deadline
for this action (whether past or future).

c) If 5ais Yes, indicate whether the deadline is statutory of
judicial.

6. Economically Significant

Check Yes if the action submitted will likely have an annual
effect on the economy of $100 million or more or adversely
affect in a material way the economy, a sector of the economy,
productivity, competition, jobs, the environment, public health
and safety, or State, local, or tribal governments or
communities. (Section 3(f)(1) of E.O. 12866.)

7. Agency Contact
Provide the name and telephone number of the agency person

best able to answer questions regarding the content of this
submission.

12/97
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Attachment 2

EO 12866 Review Draft (05/20/2004)
ENVIRONMENTAL PROTECTION AGENCY

40 CFR Part 166

[OPP-2004-0039; FRL-XXXX-X]

RIN 2070-AD36

Pesticides, Emer gency Exemption Process Revisions
AGENCY:: Environmenta Protection Agency (EPA).

ACTION: Proposed rule.

SUMMARY:: EPA isproposng severd revisonsto its regulations governing emergency exemptions that
alow unregistered uses of pesticides to address emergency pest conditions for alimited time. Thefirst
sgnificant change would alow applicants for certain repesat exemptions a smple way to re-certify thet the
emergency conditions that initidly quaified for an exemption continue to exist in the second and third years.
The second significant proposa would re-define significant economic loss and adjust the data requirements
for documenting the loss. These proposed revisons would streamline and improve the gpplication and
review process by reducing the burden to both gpplicants and the EPA, alowing for quicker decisions by
the Agency, and providing for more consstently equitable determinations of “sgnificant economic loss’ as
the basis for an emergency. These two proposas are currently being employed in limited pilot programs.
In addition, EPA is proposing severd minor revisons to the regulations to clarify that quarantine exemptions
may be used for control of invasive species, and to update or revise certain administrative aspects of the
regulations. All of these proposed revisions can be accomplished without compromising protections for
humean hedith and the environmen.

DATES: Comments must be received on or before [insert date 60 days after date of publication in the
Federal Register].

ADDRESSES: Submit your comments, identified by Docket ID No. OPP-2004-0039, by one of the

following methods:
*  Federd eRulemaking Portd: hitp://mww.regulationsgov. Follow the on-line ingtructions for
submitting comments.

* Agency Web Site: http://www.epa.gov/edocket. EDOCKET, EPA’s éectronic public docket and
comment system, is EPA’s preferred method for receiving comments.  Follow the on-line
ingructions for submitting comments.

» E-mal: opp-docket@epa.gov.

e Mall: Public Information and Records Integrity Branch (PIRIB) (7502C), Office of Pesticide
Programs (OPP), Environmenta Protection Agency, 1200 Pennsylvania Ave., NW., Washington,
DC 20460-0001.
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*** EQ 12866 Review Draft - Do Not Cite or Quote ***

* Hand Ddivery: Public Information and Records Integrity Branch (PIRIB), Office of Pesticide
Programs (OPP), Environmenta Protection Agency, Rm. 119, Crystal Mdll #2, 1921 Jefferson
Davis Hwy., Arlington, VA.. Such ddiveries are only accepted during the Docket’s norma hours
of operation, and specia arrangements should be made for ddliveries of boxed information.

Instructions: Direct your comments to Docket ID No. OPP-2004-0039. EPA's palicy isthat all
comments received will be included in the public docket without change and may be made available online
at http://www.epa.gov/edocket, including any persond information provided, unless the comment includes
information clamed to be Confidentia Business Information (CBI) or other information whose disclosure is
restricted by statute. Do not submit information that you consider to be CBI or otherwise protected through
EDOCKET, regulations.gov, or email. The EPA EDOCKET and the federa regulations.gov websites are
“anonymous access’ systemns, which means EPA will not know your identity or contact information unless
you provideit in the body of your comment. If you send an e-mail comment directly to EPA without going
through EDOCKET or regulaions.gov, your e-mail address will be automaticaly captured and included as
part of the comment that is placed in the public docket and made available on the Internet. 1f you submit an
€lectronic comment, EPA recommends that you include your name and other contact information in the
body of your comment and with any disk or CD-ROM you submit. If EPA cannot read your comment due
to technicd difficulties and cannot contact you for clarification, EPA may not be able to consider your
comment. Electronic files should avoid the use of specia characters, any form of encryption, and be free of
any defects or viruses. For additiond information about EPA’s public docket vist EDOCKET on-line or
seethe Feder al Register of May 31, 2002 (67 FR 38102). For additiond instructions on submitting
comments, go to Unit 1.B. of the SUPPLEMENTARY INFORMATION section of this document.

Docket: All documentsin the docket are listed in the EDOCKET index &  http://www.epa.gov/edocket.
Although listed in the index, some information is not publicly avalable, i.e,, CBI or other information whose
disclosureis redtricted by statute. Certain other materia, such as copyrighted materid, is not placed on the
Internet and will be publicly available only in hard copy form. Publicly available docket materids are
available elther dectronicaly in EDOCKET or in hard copy a the Public Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Madll #2, 1921 Jefferson Davis Hwy., Arlington, VA. This docket
facility is open from 8:30 am. to 4 p.m., Monday through Friday, excluding legd holidays. The docket
telephone number is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT: Joseph Hogue, Field and Externd Affars Divison
(7506C), Office of Pegticide Programs, Environmenta Protection Agency, 1200 PennsylvaniaAve., NW.,
Washington, DC 20460-0001; telephone number: 703-308-9072; fax number: 703-305-5884; e-mall
address. hogue,joe@epa.gov.

SUPPLEMENTARY INFORMATION:
|. General Information
A. Doesthis Action Apply to Me?

Y ou may be potentially affected by this action if you are a Federd, State, or Territorid government
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agency that petitions EPA for an emergency use authorization under section 18 of the Federd Insecticide,
Fungicide and Rodenticide Act (FIFRA). Regulated categories and entities may include, but are not limited
to:

*  Federd Government (NAICS Code 9241), i.e., Federal Agenciesthat petition EPA for section 18
use authorization.

o  Stateor Territorial governments (NAICS Code 9241), i.e., States, as defined in FIFRA section
2(ad), that petition EPA for section 18 use authorization.

Thisligting is not intended to be exhaugtive, but rather provides a guide for readers regarding
entities likely to be affected by this action. Other types of entities not listed above could dso be affected.
The North American Industrial Classification System (NAICS) codes have been provided to assst you and
others in determining whether this action might gpply to certain entities. To determine whether you or your
business may be affected by this action, you should carefully examine the summary of the applicability
provisons as found in Unit 111.B. of thisNotice. If you have any questions regarding the applicability of this
action to a particular entity, consult the person listed under FOR FURTHER INFORMATION
CONTACT.

B. What Should | Consider as | Prepare My Comments for EPA?

1. Submitting CBI. Do not submit this information to EPA through EDOCKET, regulations.gov
or email. Clearly mark the part or dl of the information that you claim to be CBI. For CBI information in
adisk or CD ROM that you mail to EPA, mark the outside of the disk or CD ROM as CBI and then
identify eectronicaly within the disk or CD ROM the specific information thet is claimed as CBI). In
addition to one complete verson of the comment that includes information claimed as CBl, a copy of the
comment that does not contain the information claimed as CBI must be submitted for inclusion in the public
docket. Information so marked will not be disclosed except in accordance with procedures set forth in 40
CFR part 2.

2. Tipsfor Preparing Your Comments. When submitting comments, remember to:

e |dentify the rulemaking by docket number and other identifying information (subject heading,
Federd Register date and page number).

»  Follow directions - The agency may ask you to respond to specific questions or organize comments
by referencing a Code of Federd Regulations (CFR) part or section number.

*  Explainwhy you agree or disagree; suggest aternatives and subgtitute language for your requested
changes.

»  Describe any assumptions and provide any technica information and/or data that you used.

e If you estimate potentiad costs or burdens, explain how you arrived a your estimate in sufficient
detail to alow for it to be reproduced.

e Provide specific examplesto illugtrate your concerns, and suggest dternatives.

»  Explainyour views as clearly as possible, avoiding the use of profanity or persond thrests.

e Make sure to submit your comments by the comment period deadline identified.
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I1. Purpose

The primary purpose of this notice of proposed rulemaking isto smplify the process of gpplying for
emergency exemptions, and alow for quicker responses to emergency pest conditions, without affecting
current protections for human health and the environment. This Notice proposes severd revisonsto the
regulations at 40 CFR part 166, in an effort to make a variety of improvements to the pesticide emergency
exemption program and process. The two most significant of the revised practices being proposed are
streamlining provisions intended to reduce the burden to both gpplicants and the Agency, and expedite
decisons on exemption requests. Thefirgt of these revisons would expressy authorize gpplicants for
certain repeat exemptions to re-certify that an emergency condition continuesin the second and third years,
and to incorporate by reference dl information submitted in a previous application rather than annudly
submit complete gpplications. The second revison would pertain to the determination of “sgnificant
economic loss,” shifting the emphasis from the historical profit variability to the potentid lossreative to
yields and/or revenues without the emergency, and establishing atiered andysis that will in many cases
subgtantialy reduce applicants data burden related to substantiating the significance of losses. Each of
these revisions would streamline the gpplication and review process for emergency exemptions. In
addition, the proposed economic assessment gpproach would directly result in more consistently equitable
determinations of whether a significant economic lossis expected than does the current approach. These
two streamlining proposals are currently being employed in limited pilot projects.

EPA dso intendsto achieve severa other objectivesin thisNotice. Firg, revisons are proposed to
correct or update severa minor administrative aspects of the emergency exemption regulations, which have
not been revised Snce 1986. The reason for each of these minor adminigirative revisons falsinto one of
the following categories. correction of typographica or adminigtrative errors;, conformance with
requirements of the Food Qudlity Protection Act of 1996 (FQPA); and codification of improved practices
that have been voluntarily but widely followed by applicants. Second, the Agency is proposing to add
Specific language to the regulaions to darify that treetment of “invasive species’ isavaid basisfor issuing a
quarantine exemption. Third, this notice includes a discussion of how the Agency protects endangered and
threatened species, and ensures compliance with the Endangered Species Act, through itsimplementation
of the emergency exemption program. No regulatory proposas are included relative to endangered species
measures. Findly, this Notice informs the public that EPA has revised its tentative plan to include in this
proposed rule aproposa to alow exemptions for the purpose of pest resistance management. An
explanation of why resistance management exemptions are not being proposed at thistime, and adiscusson
of what dternative plans the Agency has for addressing resislance management, are included.

The Agency encourages interested parties to submit comments on any of the proposed regulatory
revisons by following the ingtructionsin Unit I.C. of thisNotice. Commenters should explain any
modifications they suggest for the proposed revisons, dong with their rationde. EPA would like applicants
for emergency exemptions to submit comments concerning their experience with the pilot for the two
streamlining provisions being proposed. Applicants who have participated in the pilot are asked to submit
comments explaining the pros and cons of the revised practices. Applicants who were digible for, but
elected not to participate in, the pilot are asked to submit comments explaining why they did not participate.
UnitsV. and V1. of this document outline the specific revisions being proposed, but also include discusson
asking potential commenters to consider aternative gpproaches for particular aspects of the proposa. In



151
152
153
154
155

156

157

158
159
160

161
162
163
164
165
166
167
168

169
170
1711

172

173
174
175
176
177

178
179
180
181
182
183
184
185
186

*** EQ 12866 Review Draft - Do Not Cite or Quote ***

addition to inviting public comments on this proposed rule, EPA plans to consult the Pesticide Program
Diaogue Committee (PPDC) on these proposed revisions, asit has prior to initiating the pilot for the
sreamlining proposds. Input from the public comments recelved in response to this proposed rule, and
experience from the pilot will be carefully consdered, when deciding whether to modify these proposed
revisonsfor thefind rule.

[1l. Statutory and Regulatory Framework
A. Satutory Authority

EPA regulates the use of pesticides under the authority of two federd statutes: the Federa
Insecticide, Fungicide, and Rodenticide Act (FIFRA) and the Federal Food, Drug, and Cosmetic Act
(FFDCA).

FIFRA provides the basis for regulation, sde, distribution and use of pesticides in the United States.
FIFRA generally prohibits the sale and distribution of any pesticide product, unless it has been registered by
EPA in accordance with section 3. (7 USC 136a.). Section 18 of FIFRA gives the Administrator of EPA
broad authority to exempt any Federd or State agency from any provision of FIFRA if the Administrator
determines that emergency conditions exist which require such an exemption. (7 USC 136p). Under
section 2(ag) of FIFRA, the term “ State” is defined to include a“ State, the Didtrict of Columbia, the
Commonwedlth of Puerto Rico, the Virgin Idands, Guam, the Trugt Territory of the Pacific Idands, and
AmericaSamoa.” (7 USC 136(aa)).

Section 408 of FFDCA authorizes EPA to set maximum residue levels, or tolerances, for pesticides
used in or on foods or anima feed, or to exempt a pesticide from the requirement of atolerance, if
warranted. (21 USC 346a).

B. Existing Regulatory Provisions

Regulations governing FIFRA section 18 emergency exemptions are codified in 40 CFR part 166.
Part 166 was last revised in 1986. Generdly, these regulations set forth information requirements,
procedures, and standards for EPA's approval or denia of arequest from a Federal or State agency for an
exemption to dlow a use of apesticide that is not registered when such use is necessary to dleviate an
emergency condition.

Federd and State agencies may gpply for an emergency exemption due to a public heglth
emergency, a quarantine emergency, or a“specific’ emergency. Most emergency exemptions requested or
gpproved fal under the category of “ specific exemptions’ and are requested in order to avert an economic
emergency for an agriculturd activity. Typica judtifications for pecific exemptions include, but are not
limited to, the expansion of the range of a pest; the cancellation or remova from the market of a previoudy
registered and effective pesticide product; and the development of resstance in peststo aregistered
product, or loss of efficacy of available products for any reason. Additiondly, an emergency Studtion is
generdly consdered to exist when no other viable (chemical or non-chemica) means of control exit, and
where the emergency situation will cause sgnificant economic losses to affected individuds if the exemption
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IS not approved.

A Federd or State agency must submit an emergency exemption request in writing that documents
the emergency stuation, the pesticide proposed for the use, the target pest, the crop, the rate and number
of applications to be made, the geographical region where the pesticide would be gpplied, and adiscusson
of risksthat may be posed to human hedlth or to the environment as aresult of the pesticide use (40 CFR
166.20). EPA reviewsthe request, verifying the existence of the emergency, assessing risks posed to
human health through food, drinking water, and residentia exposure, ng risks posed to farmworkers
and other handlers of the pesticide, assessing any adverse effects on non-target organisms (including
Federdly listed endangered species), and assessing the potentid for contamination of ground and surface
water. If an gpplication for the requested use has been made in previous years, EPA aso does an
assessment of the progress toward registration for the use of the requested chemica on the requested crop,
and consdersthis sausin the find determination to gpprove or deny the exemption. If EPA concludes
that the Stuation is an emergency, and that the use of the pesticide under the exemption will be consstent
with the standards of section 18 and 40 CFR part 166, and, for food uses, section 408 of FFDCA, then
EPA may authorize emergency use of the pesticide.

Use under specific and public hedth exemptions can be authorized for periods not to exceed 1
year, and uses under quarantine exemptions can be authorized for up to 3 years (40 CFR §8166.28). Public
hedth exemptions are for the contral of pests that will cause asgnificant risk to human hedth, while
quarantine exemptions are intended to control the introduction or spread of pests that are new or not
known to be widdy prevaent or distributed within and throughout the United States and its territories.
Emergency exemptions should not be viewed as an dternative to registering the use(s) needed for longer
periods. If the Situation addressed with the section 18 exemption persigts, or is expected to perss, affected
entities must take the proper steps to amend the existing registration or seek a new registration to address
that future need.

V. Background
A. April, 2003, Notice Initiating Pilot for Two Revisions now being Proposed

EPA published a Notice in the Federal Register on April 24, 2003 (68 FR 20145), announcing the
initiation of alimited pilot program to test two potentid improvements to the emergency exemption process.
The two potentia improvements currently being piloted are: (1) alowing applicants for certain repesat
exemptions to re-certify that the emergency condition sill exigts in the second and third years, and to
incorporate by reference dl information submitted in a previous gpplication rather than annudly submit
complete new applications and, (2) a new approach to documenting a significant economic loss that focuses
on the sgnificance of the
potentid loss relative to yields and/or revenues without the emergency rather than comparison to historica
profit variation. The April, 2003, Notice aso discussed whether exemptions for the purpose of pest
res sance management might be dlowed. Findly, the Notice solicited public comment on al three potentid
changes, and announced EPA’ s plan to issue a proposed rule addressing them. The two revised practices
included in the pilot are dso included in this proposed rule, without the restriction to reduced-risk pesticides
that limits the scope of the pilat.
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Anyone interested in the background leading up to the pilot program, or other related documents,
may wish to review the Federa Register Notice announcing the pilot, and the related documents. A public
docket was established for that Notice under docket number OPP-2002-0231. Interested parties should
follow ingructions in Unit 1.B. of this document for ng the docket, but use docket number OPP-
2002-0231 for the April 24, 2003, Notice.

B. Summary of Early Pilot Experience

The limited pilot program testing the two potentia improvements that are proposed in this
rulemaking was initiated with the publication of a Federd Register Notice on April 24, 2003. Both parts of
the pilot are limited to requests for a gpecific set of “reduced-risk” pesticides, which sgnificantly limitsthe
number of potentidly eigible exemption requests.

The firgt part of the pilot alowed gpplicants for eigible repeat exemptions to re-certify the existence
of their emergency condition. The re-certification pilot involves exemptions that meet dl of the following
eigibility criteria (1) EPA gpproved the same exemption the previous year, and it is the second or third
year of the request by that gpplicant, (2) the emergency situation can reasonably be expected to continue
for longer than one year, (3) the exemption is not for anew chemica, afirg food use, or for a chemica
under Specid Review, and (4) the exemption isfor achemica previoudy identified by EPA as reduced-
risk. For the 2003 growing season, 16 exemptions were identified by EPA as digible for re-certification
and the list was made available to States and the public. Of the 16 exemptions digible to repest by re-
certification, seven submitted gpplications using re-certification. Of the nine exemptions that were eigible
but for which no re-certification was submitted, three were for pesticide uses that had obtained federa
registration under FIFRA section 3 since the 2002 exemption; three were not requested at al in 2003; and
the remaining three were requested using conventiona emergency exemption requests. In the seven
ingtances of are-certification, EPA staff was able to make expedited decisons with an average of 9 days
from receipt of the request until the decision was made.

The second part of the pilot, for the loss-based approach for determining a significant economic
loss, islimited only by the restriction to reduced-risk pesticides. Unlike the re-certification part of the pilot,
there is no specific list of eigible exemptions, only eigible pesticide active ingredients to be requested.
Therefore, there is no fixed number of eigible exemptions for the loss-based economic approach. EPA did
not receive any submissions in accordance with the terms of the pilot. However, for the past year, the
Agency hasroutinely prepared side-by-s de assessments that eva uate the data under the traditiona
method, as well as the loss-based gpproach outlined in the pilot, to gain a better understanding and
compare the ways of measuring whether pest situations represent emergencies. The loss-based approach
is consgdered to more accurately measure the sgnificance of losses associated directly with the pest
problem, and isless influenced by other factors such as market fluctuations. In addition, cursory
assessments of available past submissions have been done using the loss-based approach.

Both of these proposed revisions offer a cost saving and reduce the burden on States as well ason
EPA. The Agency expectsthat the level of participation in both areas of the pilot will increase asthe leve
of familiarity and understanding among state agencies increases. Efforts to facilitate the understanding and
use of the pilot initiatives are currently underway. Rulemaking would expand the scope of the pilat, by
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eliminating the eigibility restriction to reduced-risk pesticides, thereby making more opportunities for
efficencies.

V. Proposed Revisonsto Emergency Exemption Process

The two revisons discussed below are currently being employed in limited pilot programs that were
initiated by a Federad Register Notice in April, 2003. A guidance document was prepared for use by
goplicants to participate in the pilot programs. After reviewing this Unit V., interested parties may find it
useful to review that guidance document for the Agency’ s detailed plans for implementation of these
revisons. A find guidance document will be made available when afind ruleis published. In the meantime,
the guidance document for the pilot would be particularly helpful in understanding what information would
be required to be submitted by gpplicants under the proposed revisons. The pilot guidance document is
available in the public docket that was established for the Federal Register Notice announcing the pilot
program. Interested parties should follow ingtructionsin Unit |.B. of this document for accessing the
docket, but use docket number OPP-2002-0231 for the April 24, 2003, Notice.

A. Re-certification of Emergency Condition by Applicants
1. What isour current practice?

EPA authorizes emergency exemptions (except quarantine exemptions) for no longer than one year.
However, depending on the nature of the non-routine condition that caused the emergency, some
exemptions may subsequently be approved again, one year a atime. Currently, EPA conducts afull
review of an gpplication for the first year of an exemption, to determine whether an emergency condition
exigs, to ensure the use will not result in unreasonable adverse effects to human hedlth or the environment,
and, if the use will result in pesticide residuesin food or feed, to make a safety finding consistent with
section 408 of the Federal Food Drug and Cosmetic Act (FFDCA).

If the emergency condition continues in subsequent years applicants may submit asmilar
gpplication, in which case the Agency must again confirm the emergency condition and acceptability of the
risk. For requests after the first year, the gpplicant again submits information to support the emergency
finding, with afull application, including updated economic data. For these repest requests EPA
reevaluates the Stuation to determine, relative to the first year, whether: 1) the emergency condition has
changed; 2) any aternative products have been newly registered for the use, or other effective pest control
techniques are now available; 3) any changes have occurred in the status of the chemicd’ s risk assessment;
4) the requested conditions of use have changed; and, 5) the pesticide for the requested use has made
sufficient progress towards registration.

2. How would re-certification work under the proposed approach?

This proposed revision would reduce the burden on gpplicants who seek re-gpproval of certain
emergency exemptions in subsequent years. EPA proposesto add a new paragraph (b)(5) to 40 CFR
166.20, which would dlow applicants for eigible repeat exemptions to submit goplications thet rely on the
preceding year’' s submission to document the economic impact of the pest emergency. Thisre-certification
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gpproach would alow agpplicants to incorporate by reference dl information submitted in a previous
gpplication, ingead of submitting a complete re-gpplication and supporting documentation. There-
certification of the emergency condition by the gpplicant combined with the materids dready in EPA’ sfiles
would serve as the basis for EPA’s determination as to whether an emergency condition continuesto exig.

Upon approva of any emergency exemption, EPA would make an up-front, separate, additional
determination regarding eigibility for a streamlined re-certification gpplication the following year, in the
event that the applicant regpplies the next year. Eligibility for are-certification application would not
determine whether an emergency exemption gpplication could be gpproved. Rather digibility would affect
the information that should be submitted in the gpplication. EPA would consider severd factorsin
determining digibility to use a streamlined re-certification gpplication:

1. Whether the emergency Situation could reasonably be expected to continue for longer than one year. An
emergency Situation could reasonably be expected to continue where, for example, aregistered product
relied upon by growers becomes permanently unavailable, a pest expands its range, or aregistered product
ceasesto be effective againgt apest. Situations that would not be expected to continue would include a
temporary supply problem of aregistered product, an isolated weather event, or a sporadic pest outbreak.

2. Whether an emergency exemption has been approved more than twice for the same pedticide &t the
same dte. EPA recognizes that some emergency Situations can continue for more than one year, however,
pesticide regigiration pursuant to FIFRA section 3 isthe appropriate long-term response, rather than the
section 18 emergency exemption. According to the regulations and EPA policy, afailure to request
registration of a use requested under section 18 for more than 3 years may indicate that adequate progress
toward regidration is not being made. Therefore, EPA carefully examines dl exemption submissons
submitted for more than 3 years.

3. Whether the pesticide product, owing to its regulatory status, warrants heightened review before any
additional useis approved. EPA will rely on the same criteriaused in the existing regulations at 40 CFR

166.24(a), which identifies a number of different Stuations where, upon receipt of an gpplication for an
emergency exemption, the regulatory status of a pesticide product cals for public notice and comment:
(1) The gpplication proposes use of anew chemical;
(2) The gpplication proposes the first food use of an active ingredient;
(3) The gpplication proposes any use of apesticide 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 subsequently
cancelled, and
(ii) Isintended for a use that poses arisk smilar to the risk posed by any use of the
pesticide which was the subject of the notice under section 6(b);
(5) The gpplication proposes use of a pesticide which:
(1) Contains an active ingredient which is or has been the subject of a Special Review, and
(ii) Isintended for a use that could pose arisk smilar to the risk posed by any use of the
pesticide which is or has been the subject of the Specid Review;
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In instances where EPA determines that the emergency situation could reasonably be expected to
continue, where an emergency exemption has been gpproved not more than twice for the same pesticide a
the same Site, and where the pesticide product’ s regulatory status does not warrant heightened review,
EPA would notify the successful gpplicant that, should it regpply the following year, it isdigibleto use are-
certification gpplication. EPA anticipates that this notification would be included in the notice of approva of
the current year’ s gpplication. However, if an exemption is not classified as a candidate for re-certification
in the gpprova notice, and an applicant believes that subsequent information would make it igible, the
gpplicant may contact the Agency to request an digibility determination. In some instances, EPA may
determine that an emergency condition exigts, and that the exemption is digible for are-certification
gpplication the following year, yet conclude that additiona information should be gathered in order to
support approvd in future years. In such ingtances, EPA may indicate in the agpprova notice that the
exemption is eigible for re-certification upon submission of the specified information.

Under the proposed rule, an digible re-certification gpplicant would be exempted from the
information requirements of §166.20(a)(1) through (8)(10), and of the existing §166.20(b), where the
aoplicant certifies that:

(1) The emergency condition described in the preceding year’ s gpplication continues to
exis;

(i) Except as expredly identified, dl information submitted in the preceding year's
goplication is il accurate;

(ii1) Except as expresdy identified, the proposed conditions of use are identical to the
conditions of use EPA gpproved for the preceding yesr;

(iv) Any conditions or limitations on the digibility for re-certification identified in the
preceding year’ s notice of gpprova of the emergency exemption have been satisfied.

Applicants meeting the above requirements would not need to submit new, updated documentation
that the emergency condition continues or the additional data € ements generdly required under 40 CFR
166.20, except that the interim report specified in 8166.20(a)(11) would still be required where are-
certification isfiled before the find report on the previous exemption is avallable.

Eligibility for re-certifying the emergency condition would not determine whether an emergency
exemption application could be approved. For gpplications that are eligible and include a proper re-
certification of the emergency condition, EPA would again determine whether the requested use poses a
risk to human hedlth or the environment that exceeds statutory and regulatory standards. If the risks posed
by the requested use are determined to be unacceptable, the exemption request would be denied unless the
risks could be mitigated. Where an application re-certifies that the emergency condition and requested use
aethe sameasin theinitid year of the exemption, EPA would only re-evauate the Stuation to determine,
relaive to the first year, whether: 1) any dternative products have been newly registered for the use; 2)
any changes have occurred in the status of the chemicd’ s risk assessment;  3) the requested conditions of
use have changed; and, 4) the pesticide for the requested use has made sufficient progress towards
regigtration. If an effective product has been registered for the requested use since the previous exemption
was gpproved, then an emergency condition may no longer exist. If the Agency has received new risk
information since gpproving the previous exemption, then the risk would be re-evauated. Likewise, if the
request includes any change in the conditions of use that may increase exposure (application rate, number of
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gpplications, type of gpplication, pre-harvest interva, re-entry interva, total number of acres, and dl other
directions for use) then the risk would aso be re-evauated. Because some gpplicants may start their three-
year re-certification period in later years than others, it is possible that EPA may determine that sufficient
progress towards registration has not been made for a pesticide requested by an applicant eigible for re-
certification.

For digible requests where the gpplicant has certified a continuing emergency, if the three remaining
review factors (product regigtrations, risk assessment status, and requested conditions of use) have not
changed, the Agency’ sreview time is expected to be sgnificantly reduced. In such cases, gpplicants are
expected to benefit by expedited decisions, in addition to the reduced burden due to the certification of the
emergency. Applicants would be permitted to modify the conditions of the emergency use in an gpplicaion
in which they re-certify the emergency. However, EPA would need to determine whether, and how, such
changes impact exposure and risk to human hedlth or the environment. Therefore, such changes may
undercut the Agency’ s ability to make an expedited decision. If the conditions of use are the same as the
conditions of use in the exemption gpproved by EPA in the previous year, gpplicants may include a
separate certification that their requested conditions of use have not changed, and incorporate by reference
al conditions of use submitted in a previous gpplication or goplications. This certification that the conditions
of use are unchanged would aid in expediting the Agency’ s decision.

If the Agency determines that there has been insufficient progress towards regigtration of the
requested chemica on the requested crop, arequest could be denied, consstent with current regulations
and practice, regardless of digibility for submitting a re-certification application. Registrant progress toward
registration is determined for a pesticide-crop combination, whereas the year-count (first, second, third) in
the digibility cycle for re-certification would be determined separately for each State/Federd applicant, and
could often differ among section 18 gpplicantsin agiven year. Lack of progress towards registration would
not cause denias during the first three years of exemptions for a chemical-crop combination. However,
snce some gpplicants may apply for the first time in ayear subsequent to the first request for achemical-
crop combination by another gpplicant, lack of progress towards registration could potentidly interrupt the
eigibility cyde for some gpplicants.

It is EPA’ s view that section 18 applies to non-routine conditions, and thus the Agency does not
expect to re-gpprove emergency exemptionsindefinitely. Under this proposa EPA would not alow
submission of re-certification gpplications where exemptions have been previoudy granted for three or
more years. As provided in 40 CFR166.25(b)(2)(ii), an applicant for an emergency exemption for a use
that has been subject to an emergency exemption in three previous years will be required to demondrate
reasonable progress towards registering the product for the use, as part of afull application.

3. Why propose this change?

Allowing gpplicants for certain eigible exemption requests to re-certify the existence of an ongoing
emergency condition and to incorporate by reference al information submitted in a previous gpplicetion is
expected to reduce the burden to both applicants and EPA aswell as allow for quicker decisons. When
an applicant certifies the continuation of the emergency condition and incorporates previoudy submitted
materiads by reference, acomplete new agpplication sufficient to characterize the Situation in accordance with
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40 CFR 166.20 will not be required. Thiswill save applicants time and effort in gathering data and
preparing their submissions. The Agency will save time and resources by not having to annually repesat each
step of its review of the documents supporting the exemption requests. If no pesticides that could avert the
emergency have been newly registered, and nothing has changed to affect the assessment of risk, then re-
certification of an emergency will lead to Sgnificantly shorter Agency review.

EPA’s experience indicates that emergency Stuations that continue after the initid year generdly are
projected to cause comparable yied losses in succeeding years. Therefore, with the certification of a
continuing emergency, reliance on the previoudy submitted data and other supporting information should be
adequate to support a decision to approve or deny an emergency exemption application.

B. Determining and Documenting “ Sgnificant Economic Loss”
1. What isour current practice?

In determining whether a pest emergency islikely to result in “ Sgnificant economic loss” EPA
ordinarily compares the affected growers projected per-acre “ profits’ (gross revenue less expenses, where
expenses have often been poorly defined) for the affected crop, based on anticipated yield losses, to the
higtoricd variation in their “profits’ for that crop in that region. Applicants are required under 40 CFR
166.20(b)(4) to submit economic information necessary to make this determination. In addition to
information used to estimate the amount of the anticipated yield and profit losses, EPA generdly asksfor
annua datafor five years of average yields, prices, and production costs to establish profit variability.

Under the current approach, EPA and applicants estimate expected net revenues under the
emergency conditions and compare them to the variation in annua profitability during the previousfive
years. If the expected net revenues under the emergency are less than the smallest net revenues of the
previous five years, then the Agency would typically conclude that a significant economic loss will occur.
Some crops have very wide fluctuations in net revenues (that in many cases are the result of market forces
entirely unrelated to pest pressure). For such crops, growers may experience alarge economic loss due to
non-routine pest-related conditions, without a Sgnificant economic loss finding by EPA under grict
adherence to the current approach. Other crops may have very little variation in historical net revenues,
which could lead to avery smal economic loss being found significant under the current gpproach.

2. How would the proposed approach work?

This second proposed improvement would focus EPA’ s andysis on the economic impact of the
pest emergency relative to yieds and/or revenues without the pest emergency, rather than comparing it to
higtorica profit variation for the crop and region. Moreover, the new gpproach would alow gpplicantsto
document economic losses with aless burdensome methodology where appropriate.

The proposed |oss-based approach would use the existing methodology to calculate the economic
consequences of an unusua pest outbreak, athough the calculation would be done in steps (tiers) and
sometimes the later steps would be unnecessary. States would still have to submit data to demondtrate the
emergency nature of the outbreak including the expected losses in quantity, and sometimes quaity and/or

12
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additiona production costs. However, the proposed approach would impose standard criteriafor
determining the significance of that |oss, rather than comparing losses to past variations in revenue or profit.
The god of the criteriais to compare losses to farm or firm income in the absence of the emergency ina
manner that can be easily and consstently measured. Further, successive screening levels (tiers) have been
chosen that will permit Stuations that clearly qudify to be resolved quickly, with aminimum of data Each
tier has a quantitative threshold that would generdly apply to dl digible emergency exemption applications.
If the pest Situation does not appear likely to result in asignificant economic loss based on thefirg tier
andyss, it might qualify based on further andlysisin succeeding tiers. Each additiond tier would require
more data and involve more anadysis on how the emergency affects revenues. Where conditions do not
neetly fit into the tiered approach, for example long-term losses in orchard crops, the Agency would make
its sgnificant economic loss determinations based on other criteria, such as changesin the net present vaue
of an orchard, if these losses are demonstrated by the applicant.

Tier 1: Yied Loss- Tier 1 isbased on crop yidd loss. If the projected yield loss due to the
emergency condition is sufficiently large, EPA would conclude that a significant economic losswill occur,
due to the magnitude of the expected revenueloss. Theyidd lossthreshold in Tier 1 would be 20 percent
for dl crops. Thisthreshold is set a a sufficiently high level such that aloss that exceeded the threshold
would aso meet the thresholds in Tiers 2 and 3, if the additional economic data were submitted and
andyzed. Therefore, for such large yield losses it would not be necessary to separately estimate economic
loss, which would require detailed economic data.

Tier 2: Economic Loss as a Percentage of Grass Revenues - A yield loss that does not satisfy the
threshold in Tier 1 may nonetheless cause a Sgnificant economic loss because yield loss aone may not
reflect al economic losses. In addition to yield losses there may be other impacts that contribute to
economic loss. Quality losses may result in reductions in prices received and/or there may be changesin
production cogts, such as pest control costs and harvesting costs. For situations with yield losses that do
not meet the Sgnificant economic loss criterion for Tier 1, EPA would evauate estimates of economic loss
asapercent of grossrevenue in Tier 2, to determineif the loss meets that threshold for a significant
economic loss. The economic lossthreshold in Tier 2 would be 20 percent of gross revenue for dl crops.
Again, thisthreshold in Tier 2 is sat with the intention that |osses exceeding the threshold would also meet
the threshold in Tier 3, if the additiona Tier 3 andyss were performed.

Tier 3: Economic Loss as a Percentage of Net Revenues - If neither yield or economic losses were
above the required thresholds in Tiers 1 and 2, EPA would compare impacts to net revenues. Net
revenues are defined for the purposes of this rule as gross revenues minus operating costs. Theloss
threshold in Tier 3 would be 50 percent of net revenuesfor al crops. Some emergency conditions that
would fal short of the thresholdsin Tiers 1 and 2 may qudify as a 9gnificant economic lossin Tier 3,
particularly for crops with narrow profit margins (net revenues as a percentage of gross revenues). Even if
economic loss seems smadl in comparison to gross revenues, the situation could il be a Sgnificant
economic lossif the profit margin is narrow.

EPA sdected the sizes of the proposed thresholds (20%, 20%, and 50%) based on average farm
income and production expensesin the U.S,, and an andysis of past requests showing what results the
proposed method would provide with various thresholds. Data on farm incomein “USDA Agricultura
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Statistics, 2003” shows that net farm income averages about 20 percent of grossrevenue. Therefore, an
economic loss of 20 percent of gross revenue would be sufficient to eiminate net farm income. A yidd loss
of 20 percent results in economic loss of 20 percent or higher. Also, since average net farm incomeisa
little less than 50% of net revenue, an economic loss that is 50% of net revenue would be sufficient to
eliminate net farm income. The analyss of past requests indicated that the average and median economic
losses that qualified as a significant economic loss were about 18 percent and 15 percent of gross revenue,
respectively. Since thefirgt 2 tiers are screening thresholds, these thresholds were rounded up to 20 percent
to be alittle more stringent, with the intention that if arequest did not pass Tiers 1 or 2, it could qudify with
Tier 3. Theanaysis of past requests also showed that the median economic loss that qudified asa
sgnificant economic loss was about 51 percent of net revenue. The andysis also showed that these
thresholds collectively result in aout the same overdl likelihood of an goplication qudifying for asgnificant
economic loss. That is, gpproximately the same tota number of emergency requests that qudified for a
ggnificant economic loss using the current approach would quaify using the proposed loss-based
gpproach, athough there would be some differencesin individua cases.

The regulatory revisonsin this proposed rule include the quantitetive thresholds for the three tiers,
presented above, asthisis EPA’s preferred approach. Commenters are asked to consider whether the
actud thresholds should be included in the revised regulations, or whether more flexibility should be
preserved to refine that aspect of the proposed approach in the future. Commenters should also consder
whether the levels of the proposed thresholds are appropriate, and if not, what the levels should be and

why.

For specific emergency exemptions (the only ones in which significant economic lossis aqudifying
factor), EPA anticipates that applicants would first determine whether their projected loss meetsthe Tier 1
yidld loss threshold of 40 CFR 166.3(h)(1)(i), andyticaly the least burdensome criterion. The associated
data requirements are proposed in §166.20(b)(4)(i). If the projected loss does not meet this threshold,
EPA expects that applicants would determine whether their projected loss meetsthe Tier 2 gross revenue
threshold of §166.3(h)(2)(ii), providing additiond data as noted in 8166 20(b)(4)(ii). Failing to meet that
threshold, applicants would submit the data to perform the andysis necessary for the Tier 3 net revenue
threshold of 8166.3(h)(2)(iii) as given in 8166.20(b)(4)(iii). Thethreetiers established in 8166.3(h)(2) (i),
(i) & (iii) are designed such that when an emergency condition qudifies for sgnificant economic loss under
alower tier, datafor higher tiers are not required, and the burden and cost of preparing the emergency
exemption application are reduced. Each successive tier builds upon the previousone. That is, the
information required for esimating a lower tier is aso necessary in estimating each higher tier. Thiswould
alow an applicant to collect data, and build a case for significant economic loss, as heeded and determined
by the conditions, without requiring additional unnecessary data.

This loss-based gpproach is designed to capture the economic impact of pest activity asit affects
the current growing season, which will be sufficient for most emergency exemption applications. Although
the loss-based gpproach gppears in a proposed revision to the definition of significant economic loss a
8166.3(h)(1), EPA is not attempting to revise the approach for other types of losses, at the proposed
8166.3(h)(2). Where losses affect more than the current growing season, for example long-term losses in
orchard crops, the Agency would continue to make its significant economic loss determinations based on
other criteria, such as changesin the net present value of an orchard, if these losses are demonstrated by
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the applicant. In Stuations where the smple methods of the loss-based gpproach would not adequately
reflect the likely extent of the economic loss, EPA would still attempt to determine, on a case-by-case
basis, whether the pest emergency islikely to result in a substantia loss or impairment of capital assats, or a
loss that would affect the long-term financia viability expected from the productive activity.

3. Why propose this change?

This proposed methodology for determining a significant economic lossisintended to streamline the
dataand andytical requirements for emergency exemption requests, and alow for quicker decisions by
EPA. In addition, the methodology is designed to more accurately reflect the sgnificance of an anticipated
economic loss. Specificdly, this gpproach makes a more direct comparison between the losses anticipated
owing to the emergency sSituation and the yield and/or revenues without the pest emergency, rather than a
comparison to the historical range of profit varigbility. Y ear-to-year profit variability often reflects market
forces entirdy unrelated to pest pressure. Although EPA has attempted to make allowances for crops
differing profit variability when determining the economic significance of losses under the current approach,
EPA now believes that the loss-based gpproach better and more directly permits EPA to evauate the
sgnificance of economic losses.

An analysis of past section 18 requests suggests that this proposed approach would not cause a
sgnificant change in the overdl likelihood of asgnificant economic loss finding, dthough findings may differ
inindividual cases. Further, it is expected to lead to savings to both gpplicants and EPA from reduced data
and analytical burdens. Under the proposed procedure, applicants could elect to submit the minimum
amount of data necessary to demondirate a Sgnificant economic lossin one of three increasingly refined
tiers. If thefird tier is sufficient, the burden is reduced most sgnificantly. Even in the highest tier, the
burden may be reduced relative to the current gpproach as the analyss focuses on the current year rather
than historical data. Like re-certification of emergencies, thiswould save gpplicants time and resourcesin
gathering data and preparing submissions. The Agency’ s burden would be reduced due to streamlined
reviews.

An analyss of available past requests for emergency exemptions submitted by States, including
requests for which significant losses were not found, shows that in many cases sgnificant economic loss can
be adequately demonstrated in amore flexible manner without loss of reliability through the proposed
methodology. The loss-based gpproach would require less data from gpplicants in cases that qualify under
Tier 1, where the same conclusion of a significant economic loss would be made with the additiond data
and andyss under the higher tiers.

Because the proposed approach shifts the focus from annua price variability to actud pest-related
losses, while gtill considering typical net revenues for the crop and State, it leads to more consistently
accurate findings of the significance of economic losses. Under the current approach, producers of crops
that have very wide fluctuationsin net revenues, even if dueto price variability, may experience alarge
economic loss due to non-routine pest-related conditions, without a sgnificant economic loss finding by
EPA under strict adherence to the current approach. Other crops and cases may have very little variation
in higtorica net revenues, which could lead to a smdl economic loss being found significant under the
current gpproach. Again, the proposed gpproach is designed o that it would not cause a significant change
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in the overdl likelihood of a 9gnificant economic loss finding, but it may change the findingsin individud
cases 0 that determinations of significance are more accurate, appropriate and equitable.

Current regulations ligt certain information that must be included, as appropriate, in an gpplication
for a pecific exemption:

166.20(b) Information required for a specific exemption. An gpplication for a specific
exemption shal provide al of the following information, as gppropriate, concerning the nature of
the emergency:

(4) A discussion of the anticipated sgnificant economic loss, together with data and other
information supporting the discussion, which addresses dl of the following:

(i) Higtorica net and gross revenues for the Site;

(i) The estimated net and gross revenues for the site without the use of the proposed
pesticide; and

(iii) The estimated net and gross revenues for the site with use of the proposed pegticide.

The exiging regulations state that dl of the above information must be included “as gppropriate” EPA
recognizes that each pest emergency hasindividua characteristics, and exercises judgement based on
experience, in determining what information is gppropriate. For example, under the current gpproach the
Agency typicaly consdersfive years of annual data on historica net and gross revenues to be appropriate,
and has requested in guidance materias that applicants submit revenue data for the preceding 5 years.
However, in some cases, such as avery minor or new crop for which less datais available, the Agency
may rely on other credible information. Further, EPA does not compare the emergency Stuation to the
gtuation with the proposed pesticide, but to the Situation without the emergency. Therefore, EPA believes
that the proposed approach would alow applicants to focus their applications on the most * gppropriate’
information for determining whether or not a sgnificant economic losswill occur.

Because the andlysis of past exemption requests, on which the proposed approach is based,
demondtrates that the likelihood of approva of some requestsis not significantly changed by the loss-based
approach, EPA believes that the current requirement of those additiond datain those cases can be
improved. However, even when annual historical data are not required, applicants would sometimes
continue to utilize historica data under the proposed approach, dbeit in adifferent way. Thisis because
each tier requires a quantitative threshold to be met, that is a certain percentage of a basdline of either crop
yield, gross revenues, or net revenues. The best gpproach to determine the basdline in some cases may be
to use the average of higtorical data, including yield and price data.

V1. Proposed Minor Updates and Revisions
A. Specifying Invasive Species as Targets under Quarantine Exemptions

Current regulations describe four types of exemptions, one of which isaquarantine exemption. The
purpose of a quarantine exemption is sated in the regulations as follows:
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40 CFR 166.2(b) Quarantine exemption. A quarantine exemption may be authorized in an
emergency condition to control the introduction or spread of any pest new to or not theretofore
known to be widdy prevaent or distributed within and throughout the United States and its
territories.

Quarantine exemptions are not directly for the purpose of, or gpproved on the basis of, averting a
sgnificant economic loss, athough they may ultimately help prevent large economic losses. In addition to
being for the control of peststhat are not widely prevaent or distributed in the U.S., quarantine exemptions
are intended to control recently-introduced, non-native species. In recent years such species have cometo
be commonly known as “invasive species.” Because of the potentidly widespread and devastating impacts
of invasive gpecies to ecosystems, the environment, and the economy, the chalenge of preventing their
introduction, and when necessary controlling them, has garnered increasing attention in recent years.
Although invasive species implicitly fal within the scope of quarantine exemptions, the now widely-
recognized term does not appear in the regulations, probably because it was not widdy used at the time 40
CFR part 166 was promulgated. EPA is proposing to add the term “invasive species’ to Part 166.2(b)
and to 166.3(d)(3)(i), to clarify that the intent of making quarantine exemptions available includes the
control of invasive species. EPA aso proposes to add, at 8166.3(k), a definition of “invasive species’ that
is derived from that used in Executive Order 13112 (64 FR 6183, Feb. 3, 1999).

B. Updating administrative and communication processes

A number of minor revisionsto 40 CFR part 166 are being proposed to correct errors or update
adminidrative aspects of the emergency exemption regulations, particularly in light of the fact that FQPA
was enacted since the regulations under part 166 were last revised. Each of these revisonsis being
proposed for one of the following reasons: (1) to correct typographical or administrative errors or
inaccuracies, (2) to bring the regulations into agreement with current requirements put in place by the
FQPA, or (3) to reflect improvements to the process that have been identified since 40 CFR part 166 was
last revised, and that have been voluntarily practiced by applicants. Each of these revisions would be non-
subgtantive or reflect minor changes to the regulatory requirements, but all would correct, improve, or
update the regulaions. The corrections of typographica or adminigtrative errors or inaccuracies are self-
explanatory. The proposed revisions for the other reasons are discussed below.

Under FFDCA section 408(1)(6), as amended by FQPA, EPA isrequired to establish time-limited
tolerances, or exemptions from the requirement of atolerance, for pesticide resduesin food or feed
resulting from uses under emergency exemptions. The current regulations predate FQPA and therefore do
not reflect this requirement. Four revisions are being proposed to bring 40 CFR part 166 into agreement
with current practices as required by the FFDCA. Inasmuch as section 408(1)(6) appliesto al food-use
emergency exemptions, regardless of whether its requirements are reflected in part 166, these proposed
changes to part 166 do not substantively change the applicable law. For ease of discussion, below,
“tolerance’ is used to refer to atolerance or exemption from the requirement of a tolerance.

First, EPA proposes to amend 8166.3(e) to revise the definition of “first food use” The current

definition includes an explanation that no permanent tolerance or food additive regulation has been
edtablished for such ause. The proposed definition would remove the word “permanent,” so that any
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tolerance would be included, and would remove reference to “food additive regulation,” because, owing to
the FQPA amendments, EPA no longer issues food additive regulations.

Second, under 8166.25, Agency Review, the regulations state that the review enables EPA to
make a determination with respect to severd items, including in 8166.25(a)(2) the leve of resduesin or on
al food resulting from the proposed use. The proposed revison would add to thislist the establishment of a
time-limited tolerance for such resdues, where necessary.

The third proposed revision made necessary by FQPA isto add, under § 166.40, an additiona
limitation to the authority of a State to issue a crisgs exemption, namely, that a State may issue acriss
exemption for afood use only where atolerance or exemption is dready in effect, or where EPA has
provided verba confirmation that atime-limited tolerance for the proposed use can be established in a
timely manner. Itisin the best interests of gpplicants and potentid users of the pesticide under the crisis
exemption that there is some assurance that an exemption can be established in atimely manner before use
of the pesticide begins. EPA aso proposesthat dl criss exemptions be conditioned upon EPA confirming
that it has no other risk-based objection to the use of the pesticide under the crisis provisions.

The fourth proposed change, which arises because EPA now establishes forma tolerances under
FQPA, isto remove the requirement under 8166.30(b) and 8166.47 to directly notify the U.S. Food and
Drug Adminigration (FDA), the U.S. Department of Agriculture (USDA), and the State hedth officids.
The purpose of this requirement was to notify these agencies of levels of pesticides that may occur in food
and feed items as aresult of an emergency exemption use. However, with the requirement that time-limited
tolerances be established in accordance with FFDCA section 408(1)(6), such levels are published in the
Federa Regigter, aswell asthe 40 CFR part 180, and detailed background is given regarding safety of
these tolerances. Therefore, notifying the other regulatory organizations (FDA, USDA, and State hedlth
officids) on an individud basisis congdered redundant to the Federd Register notice and incorporation of
the regulatory decision in the appropriate section of 40 CFR part 180.

Severd proposed revisions are to codify minor improvements to the process that have been
identified since the current regulations became effective. Applicants have been generaly following these
practices, in most cases for severd years, and EPA beievesthat the public will generdly agree thet these
are improvements to the regulatory requirements. First, under 8§ 166.20, Application for a specific,
quarantine, or public health exemption, EPA is proposing to revise paragraph ()(2)(i)(A) so that an
gpplication must include a copy of the registered label () if a gpecific pesticide product(s) isare requested,
instead of the current requirement to include the registration number and name of the product. Thisis
practica because emergency exemption requests are generaly for pesticide products that are already
registered for other uses, but not for the requested use.

Next, under 8166.20(8)(3), EPA is proposing to add anew item and revise severa of the others,
to specify that the conditions of use in an application must sate the maximum number of applications, the
period of time for which the useis proposed, and to specify the earliest possble harvest dates of the treated
crop. Such information is clearly necessary for both risk assessment and tolerance stting, and in those rare
occasons where it is not gpparent from the application, EPA must contact the gpplicant to obtain the
information. Expresdy requiring thisinformation in §166.20(a)(3) would expedite review of gpplications
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690 and dlow tolerances to be established in atimely fashion.

691 Additiondly, EPA is proposing that §166.20(8)(9) be revised to specify that in addition to the

692 registrant or manufacturer being notified of the application submission, the gpplication must dso include a
693 statement of support from the registrant or manufacturer, and the expectation that supplies of the requested
694 materia will be adequate to meet the needs under the proposed emergency use.

695 The exigting regulations establish a measure of whether adequate progress toward the registration of
696 areguested useis being made. Existing regulations suggest that the lack of arequest for regigtration, within
697  threeyearsof an emergency exemption first being requested for the use, suggests that adequate progressis
698 not being made. EPA proposes to revise 8166.24(a)(6)(i) and 8166.25(b)(2)(ii) to relax this presumption
699  for repeat emergency exemption gpplications for uses being supported by the Interregional Research

700 Project No. 4 (IR-4). The IR-4 program is a cooperative effort of the state land grant universities, USDA
701 and EPA, to address the chronic shortage of pest control options for minor crops. Generaly, the crop

702 protection industry lacks economic incentive to pursue registrations on minor crops because of low

703 acreage. |R-4 generates and supplies research data needed by EPA in order to register compounds for
704 use on minor crops. Owing to the limited pest control options available for minor use crops, the

705 sgnificance of the need evidenced by IR-4 action, and the limits on IR-4 resources, EPA believesthat a
706 somewhat dower rate of progress towards registration should be accepted for emergency exemptions for
707 usesbeing supported by the IR-4 program. Accordingly, EPA is proposing that §166.24(a)(6)(i) and

708 8166.25(b)(2)(ii) be revised so that the presumption against adequate progress toward registration of

709 repeet emergency exemptions for uses being supported by the IR-4 program would begin after 5 years, 2
710 years more than alowed for uses supported by the registrant. For such mgor crop uses, the 3-year

711 presumption in the current regulaions would remain in effect.

712 EPA is proposing that 8166.30(a)(1) be revised to reflect that EPA will not process incomplete
713 gpplications, and that action on such submissons will be hated until required additiond information is
714 submitted.

715 EPA is proposing to clarify §166.32(b) to ensure that gpplicants submit interim use reports for
716 exemptionsif requesting a repeated emergency exemption prior to the due date of the find report.

717 EPA proposes clarifying the authority of an gpplicant to issue a crisis exemption by specifying in

718 §166.40(a) that crisis exemptions are to be used only for unpredictable emergency conditions. This

719 proposed change is gtrictly for purposes of clarification, as the term “unpredictable’ aready appearsin the
720 introductory language of 166.40, and does not represent any intention by EPA to change the circumstances
721 that are acceptable for criss exemptions.

722 EPA is proposing that 8166.43(a)(1) be revised to improve the notification process for criss

723 exemptions, reflect the standard practice of the state agencies, and provide for advance notice so that EPA
724 may make a determination of whether atolerance may be supported in accordance with FFDCA section
725 408 requirements. EPA isproposing that 8166.43(a)(1) be revised to require advance notification for

726 criss exemptions by gpplicants. The gate' s authority to exercise the crisis exemption would be stayed for
727 up to 36 hours pending verba confirmation by EPA that atolerance can be established in atimely manner
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and that the Agency has no other risk-based objections. This would replace the currently ambiguous
requirement that notification must be made at least 36 hoursin advance, or no later than 24 hours after the
decison of adate to avail itself of acriss exemption. Notification after the crigs has been declared does
not alow EPA to evaluate whether a crigis use can be supported with a section 408 safety finding, or
whether other potentia risks are unacceptable, before use of the pesticide begins.  In any case, EPA
would continue to provide the necessary verba confirmations as quickly as possible, thereby often alowing
use of the crigs exemption in less than 36 hours. The Agency recognizes that speed isimportant for al
criss exemptions, and that certain Stuations may be particularly urgent, including, but not necessarily limited
to, nationa security threats and some requests under USDA’s Anima and Plant Health Inspection Service
quarantine program.

To darify necessary information for a crisis exemption, EPA is proposing that 8166.43(b)(1) and
(4), be revised to specify submission of the registered |abel(s) for the pesticide product(s) proposed for
crissuse, aswell as proposed use directions specific to the crisis use, and the timeframe for anticipated
use, including end date.

To bring the reporting requirements for criss exemption requests into agreement with those for
specific, quarantine, and public health exemption requests, EPA is proposing that §166.49(a)(1-4) be
revised and (5) ddleted, to clarify information requirements, such as applicant, product used, site treated,
and contact information.

VIl. EPA Plansfor Resistance Management and Endanger ed Species Consider ations
A. Revised Plans for Addressing Resistance Management

The EPA-USDA Committee to Advise on Reassessment and Trangtion (CARAT) isadiverse
group of stakeholders formed to make recommendations to EPA and USDA regarding strategic
approaches for pest management planning, trangition to safer pesticides for agriculture, and tolerance
reassessment for pesticides. In October, 2003, CARAT provided draft recommendations, including one
that “EPA and USDA need to recognize that any transition program has to consider efficacy, economics,
res stance management, and impact on non-targets.” EPA agrees with the CARAT on the importance of
res stance management and is exploring how to use its regulatory and non-regulatory initiatives to support
and facilitate effective res tance management.

Although the April, 2003, FR Notice indicated that EPA was consdering addressing resstance
management in this proposed rule, EPA now plans to pursue opportunities to address pest res stance
management as it implements the Pesticide Registration Improvement Act (PRIA) enacted January 23,
2004. ThisAct requires the Agency to establish aregidtration service fee system for applications for
pesticide registration and amended regigtration. Under this new system, fees will be charged for new
gpplications for regidtration received on or after the effective date of the statute (March 23, 2004) and EPA
is required to make a decision on the application within prescribed decison timeframes. Under PRIA, EPA
will diminate its backlog of regidtration actions and make more timely decisons. Thiswill accelerate the
registration of many products that will be beneficia to resstlance management, including reduced risk
products. EPA’s reduced risk process considers resi stance management as an important factor. New
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products that would address sgnificant res stance management needs would reach the market sooner,
thereby providing a strong incentive to registrants to incorporate res stance management in their registration
submissons.

In addition, EPA will continue to promote the implementation of its voluntary resstance
management |abeling guidedines based on rotation of mode of action described in Pesticide Regidration
Notice 2001-5 (PR Notice 2001-5). These guiddines are part of a North American Free Trade
Agreement (NAFTA) effort to harmonize res stance management guiddines. The Agency supports
incorporating red stance management considerations into pesticide labdling (i.e., PR Notice 2001-5),
res stance management education programs, crop management and stewardship programs, and outreach
efforts with stakeholders. EPA will continue working with stakeholder groups on sustainable resistance
management srategies that protect human hedth and the environment including the various Resistance
Action Committees (RACs), registrants, consultants, academia, USDA, states, and public interest groups.

B. Protections for Endangered Species

Like al federa agencies, EPA must comply with the requirements of the Endangered Species Act
(ESA), which requires that an agency ensure, in consultation with the U.S. Fish and Wildlife Service (FWS)
and the Nationd Marine Fisheries Service (NMFES) (jointly referred to as “the Services’), that its actions
are not likely to jeopardize the continued existence of threatened or endangered (listed) species or destroy
or adversely modify thelr critica habitat. This requirement gpplies, anong others, to EPA actions
gpproving emergency exemptions under FIFRA section 18. Under current ESA consultation regulations,
an agency must consult with FWS and NMFS if an action “may affect” alisted speciesor its critica habitat.

FWS and NMFS, in collaboration with EPA and USDA, have developed a proposed counterpart
regulation, that would make the process of consultation about EPA actions involving pesticides more
efficient, effective, and timely, thereby strengthening the protections for endangered and threstened species.
As part of the work supporting the proposed counterpart rule, the Services and EPA reviewed the
Agency’s gpproach to the assessment of potentia risks to listed species resulting from pesticide use. The
Services agreed that EPA’ s gpproach to ecologica risk assessment “will produce effects determinations
that reliably assess the effects of peticideson . . . listed species and critica habitat pursuant to the ESA
and implementing regulations” The January 26, 2004, |etter from the Services to EPA that includes this
quote isin the public docket for this proposed rule, and interested parties may accessit by following the
detalled ingtructionsin Unit 1.B. of this Notice.

Asaresult of the Services review of the Agency’s ecologica risk assessment methodology, EPA
anticipates looking more closdly at potentid risks of pesticide use in connection with decisions on requests
for emergency exemptions. EPA currently requires, under 40 CFR 166.20(8)(7), information to be
included in applications for emergency exemption that addresses potentid risks of the requested use to
endangered and threatened species. Although EPA, under existing requirements, routingly consdersthe
impacts of emergency exemptions on endangered and threatened species, the Agency seeks to improve the
guidance it gives to gpplicants concerning data on endangered and threatened species. EPA will need to
rely on States and federd agencies to supply information as part of their requests for emergency exemptions
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that will enable EPA to assess the potentia impacts on listed species and critica habitat of pedticide use
under the proposed exemption. EPA dso plansto work with AAPCO and with individual States, asthe
primary gpplicants for emergency exemptions, to improve the quality of their submissons asthey try to
frame the potentia impact of arequested pesticide use on endangered and threatened species. EPA
believes these measures fal within existing requirements but should increase the availability of essentid
information needed to make atimely and substantive determination of the potentia impact to endangered
and threatened species. EPA dso plans through its reevauation, to refocus and possibly increase
congderation of these impacts in its decision process for exemption requests, including any need to consult
with USFWS and NMFS.

VIIl. FIFRA Review Requirements

In accordance with FIFRA section 25(a), this proposal was submitted to the FIFRA Science
Advisory Panel (SAP), the Secretary of Agriculture (USDA), and appropriate Congressional Committees.
The SAP has waived its review of this proposa, and no comments were received from any of the
Congressond Committees or USDA.

IX. Statutory and Executive Order Reviews
A. Executive Order 12866

Pursuant to Executive Order 12866, entitled Regulatory Planning and Review (58 FR 51735,
October 4, 1993), the Office of Management and Budget (OMB) has designated this proposed rule asa
“ggnificant regulatory action” under section 3(f) of the Executive Order because it may raise nove legd or
policy issues arising out of legd mandates, the President’ s priorities, or the principles set forth in the
Executive Order. This action was therefore submitted to OMB for review under this Executive Order, and
any changes to this document made at the suggestion of OMB have been documented in the public docket
for this rulemaking.

In addition, EPA has prepared an economic andysis of the potentia regulatory impacts of this
proposed action on those affected, which is contained in a document entitled “Economic Analysis of the
Proposed Pesticides Emergency Exemption Process Revisons” A copy of this Economic Andysisis
available in the public docket for this action and is briefly summarized here.

EPA is consdering these improvements in an effort to reduce the burden to both the applicants and
EPA, and to dlow for quicker decisions by the Agency, while maintaining hedth and safety requirements.
As such, this proposed action is not expected to cause any significant adverse economic impacts if
implemented as proposed. This proposed action would only potentidly affect Federd, State, or Territoria
government agency that can petition EPA for an emergency use authorization under FIFRA section 18. It
would therefore have no direct impacts on local governments, small entities, pesticide producers or on
government entities that may be registrants of pesticide products, and would have no direct impacts on any
other sector of the economy.

The only significant impacts expected would be burden reductions to States and Federa agenciesin
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the application process for emergency exemptions, and to EPA in the review process, aswell as quicker
responses to emergency conditions. As detailed in the Economic Analysis prepared for this proposed rule,
based on predicted future applications affected by the proposed revisons, EPA estimates the annud
combined savings for gpplicants and EPA of around $1.7 million, alittle over $1.2 million from re-
certification and about $0.5 million from changing to the loss-based method of determining SEL.

B. Paperwork Reduction Act (PRA)

This action does not impose any new information collection burden that would require additiona
approval by OMB under the Paperwork Reduction Act (PRA), 44 USC 3501 et seq. This proposed rule
is expected to reduce the existing burden that is approved under OMB Control No. 2070-0032 (EPA ICR
No. 596), which covers the information collection activities contained in the existing regulations a 40 CFR
part 166, and under the pilot program announced April 23, 2003 (68 FR 20145). A copy of the OMB
approved Information Collection Request (ICR) has been placed in the public docket for this rulemaking,
and the Agency’ s estimated burden reduction is presented in the EA that has been prepared for this
proposed rule.

Under the PRA, "burden” means the total time, effort, or financia resources expended by persons
to generate, maintain, retain, or disclose or provide information to or for a Federd agency. Thisincludes
the time needed to review ingructions, develop, acquire, ingal, and utilize technology and systemsfor the
purposes of collecting, validating, and verifying information, processng and maintaining information, and
disclosing and providing information; adjust the existing ways to comply with any previoudy applicable
ingtructions and requirements;, train personnd to be able to respond to a collection of information; search
data sources, complete and review the collection of information; and transmit or otherwise disclose the
information.

An agency may not conduct or sponsor, and a person is not required to respond to an information
collection request unlessit displays a currently valid OMB control number. The OMB control numbers for
EPA’sregulationsin 40 CFR, after appearing in the preamble of the find rule, are listed in 40 CFR part 9
and included on any related collection ingrument (e.g., form or survey).

Submit any comments on the Agency's need for this informetion, the accuracy of the provided
burden estimates, and any suggested methods for minimizing respondent burden, including the use of
automated collection techniques, dong with your comments on the proposed rule. The Agency will
consder any comments related to the information collection requirements contained in this proposal as it
developsafind rule. Any changesto the burden estimate for the ICR will be effectuated with the find rule.

C. Regulatory Flexibility Act

Pursuant to section 605(b) of the Regulatory Flexibility Act (RFA), 5 USC 601 et seq., the Agency
hereby certifies that this proposa will not have a Sgnificant adverse economic impact on a substantial
number of smdl entities. This action will only directly impact State and Federa agencies, neither of which
qudify asaamdl entity under the RFA. This proposa does not have any direct adverse impacts on smal
businesses, samd| non-profit organizations, or small loca governments. Section 18 only gppliesto Federd
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and State governments.
D. Unfunded Mandates Reform Act

Under Title Il of the Unfunded Mandates Reform Act of 1995 (UMRA) (Public Law 104-4), EPA
has determined that this action does not contain a Federa mandate that may result in expenditures of $100
million or more for State, local, and tribal governments, in the aggregate, or the private sector in any one
year. Thisproposed rule only appliesto Federa and State government agencies, the only entities that can
petition the EPA under FIFRA section 18. Asdescribed in Unit IX.A., this proposed rule is expected to
result in an overal reduction of existing costs for gpplicants and EPA of around $1.7 million. Assuch, this
action will not impact loca or triba governments or the private sector, and will not significantly or uniquely
affect smdl governments. Accordingly, this ruleis not subject to the requirements of sections 202, 203,
204, and 205 of UMRA..

E. Executive Order 13132

Pursuant to Executive Order 13132, entitled Federalism (64 FR 43255, August 10, 1999), EPA
has determined that this proposed rule does not have “federdlism implications,” because it will not have
subgtantid direct effects on the states, on the relationship between the nationa government and the states,
or on the didtribution of power and responsbilities among the various levels of government, as specified in
the Order. Asindicated above, this proposed rule is expected to reduce burden on Federa and States
government agencies that petition EPA under FIFRA section 18, and on EPA in processing the
applications. Thus, Executive Order 13132 does not apply to this proposed rule. In the spirit of the Order,
and congstent with EPA policy to promote communications between the Agency and State governments,
EPA has specificaly solicited comment from State officids.

F. Executive Order 13175

Asrequired by Executive Order 13175, entitled Consultation and Coordination with Indian
Tribal Governments (65 FR 67249, November 6, 2000), EPA has determined that this proposed rule
does not have triba implications because it will not have any affect on triba governments, on the
relationship between the Federad government and the Indian tribes, or on the distribution of power and
respongbilities between the Federd government and Indian tribes, as specified in the Order. Asindicated
above, this proposed rule only applies to State and Federal government agencies. FIFRA section 18 does
not apply to tribal governments. Thus, Executive Order 13175 does not apply to this proposed rule.

G. Executive Order 13211

This proposed ruleis not subject to Executive Order 13211, Actions concerning Regulations
that Sgnificantly Affect Energy Supply, Distribution, or Use (66 FR 28355, May 22, 2001) because it
is not designated as an “economicaly sgnificant” regulatory action as defined by Executive Order 12866
(see Unit XI.A.), nor isit likely to have any significant adverse effect on the supply, distribution, or use of
energy.
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H. Executive Order 13045

Executive Order 13045, entitled Protection of Children from Environmental Health Risks and
Safety Risks (62 FR 19885, April 23, 1997) does not apply to this proposed rule because this action is not
designated as an “economicdly sgnificant” regulatory action as defined by Executive Order 12866 (see
Unit X1.A.), nor does it establish an environmentd standard, or otherwise have a disproportionate effect on
children.

|. National Technology Transfer and Advancement Act

Section 12(d) of the Nationa Technology Transfer and Advancement Act of 1995 (NTTAA), 15
USC 272 note) directs EPA to use voluntary consensus standards in its regulatory activities unlessto do so
would be inconsstent with gpplicable law or impractical. Voluntary consensus standards are technica
standards (e.g., materials specifications, test methods, sampling procedures, etc.) that are developed or
adopted by voluntary consensus standards bodies. This proposed rule does not impose any technical
standards that would require EPA to consider any voluntary consensus standards.

J. Executive Order 12898

This proposed rule does not have an adverse impact on the environmental and hedlth conditionsin
low-income and minority communities. Therefore, under Executive Order 12898, entitled Federal Actions
to Address Environmental Justice in Minority Populations and Low-Income Populations (59 FR
7629, February 16, 1994), the Agency has not considered environmenta justice-related issues.
List of Subjectsin 40 CFR Part 166

Environmenta protection, pesticides, emergency exemptions.

Dated:

Adminigrator
Therefore, it is proposed that 40 CFR chapter | be amended as follows:
PART 166 --[AMENDED]
1. The authority citation for part 166 would continue to read as follows:
Authority: 7 U.S.C. 136-136y.

2. By [amendatory instructionswill be added after FAR.]
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8166.2 Types of exemptions.

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

8166.3 Definitions.

(& Theterm the Act meansthe Federd Insecticide, Fungicide, and Rodenticide Act, as amended,
7U.S.C. 136 €t. seq.

(d)(3)(i) Involves the introduction or dissemination of an invasive species or a pest new to or not
theretofore known to be widely prevaent or distributed within or throughout the United States and
itsterritories, or

(e) Theterm first food use refersto the use of a pesticide on afood or in amanner which
otherwise would be expected to result in residuesin afood, if no tolerance or exemption from the
requirement of atolerance for resdues of the pesticide on any food has been established for the
pesticide under section 408 (b) (2) and (¢) (2) of the Federal Food, Drug, and Cosmetic Act.

(h) Theterm significant economic loss means that, compared to the Stuation without the pest
emergency and despite the best efforts of the affected persons, the emergency conditions &t the
specific use Ste identified in the gpplication are reasonably expected to cause losses meeting any of
the fallowing criteria
(1) For pest activity that primarily affects the current crop, one or more of the following:
(i) crop yield loss greater than or equa to 20 percent;
(i) economic loss, including revenue losses and cost increases, greeter than or
equd to 20 percent of gross revenues,
(iii) economic loss, including revenue losses and cost increases, greater than or
equd to 50 percent of net revenues,
(2) For al other pest activity, substantial loss or impairment of capital assets, or aloss that
would affect the long-term financid viability expected from the productive activity.

(k) Theterm 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 hedith.

(1) Theterm IR-4 program refers to the Interregional Research Project No. 4, whichisa
cooperative effort of the state land grant universties, the U.S. Department of Agriculture (USDA)
and EPA, to address the chronic shortage of pest control options for minor crops, which are
generdly of too smal an acreage to provide economic incentive for registration by the crop
protection industry.
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975 8 166.20 Application for a specific, quarantine, or public health exemption.

976 @@)([1)(A) A copy of the label(s) if agpecific product(s) idare requested; or the formulation(s)
977 requested if a pecific product is not desired; and

978 Under 8 166.20(a)(3), insert new item (iv); accordingly renumber items (iv, v, and vi) to be (v, vi, and vii);
979 revise the new item (vii); and add new items (viii and ix), to read asfollows

980 (iv) The maximum number of gpplications,

981 (V) Thetotd acreage or other appropriate unit proposed to be treated;

982 (vi) The total amount of pesticide proposed to be used in terms of both active

983 ingredient and product;

984 (vii) All applicable redtrictions and requirements concerning the proposed use which
985 may not gppear on labeling;

986 (viii) The duration of the proposed use; and

987 (ix) Earliest possible harvest dates.

988 (a(9) Acknowledgment by registrant. The gpplication shal contain a statement by the registrants of
989 al pedticide products proposed for use acknowledging that a request has been made to the Agency
990 for use of the pesticide under this section. This acknowledgment shdl include a statement of support
901 for the requested use, including the expected availability of adequate quantities of the requested

992 product under the use scenario proposed by the gpplicant(s); and the status of the registration in

993 regard to the requested use including gppropriate petition numbers, or of the registrant’ s intentions
994 regarding the regidiration of the use.

995 (b)(4) A discussion of the anticipated significant economic loss, together with data and other

996 information supporting the discussion, that addresses one or more of the following, as appropriate:
997 (i) crop yield or utilized yield reasonably anticipated in the abbsence of the emergency and
998 expected losses in quantity due to the emergency;

999 (i1) the information in (i) of this paragraph plus prices reasonably anticipated in the absence
1000 of the emergency and changes in prices and/or production costs due to the emergency;

1001 (i) theinformation in (i) of this paragrgph plus operating costs reasonably anticipated in the
1002 absence of the emergency;

1003 (iv) any other information explaining the economic consequences of the emergency.

1004  Under 166.20(b) insert new item (5) to read as follows:

1005 (5) Re-certification of an emergency condition. Applicants for specific exemptions for which the
1006 emergency condition could reasonably be expected to continue for longer than one year, and for
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which the exemption was granted for the same pesticide at the same site to the same applicant the
previous year, but no more than twice, may submit less information by basing such application on
previoudy submitted information. For gpplications for such exemptions, except for applications
subject to public notice pursuant to §166.24(a)(1)-(5) of this part, the information requirements of
paragraphs (a)(1) through (8)(10) of this section, and of paragraphs (b)(1) through (b)(4) of this
section, shal not apply where the gpplicant certifiesthat al of the following are true:

(i) The emergency condition described in the preceding year’ s gpplication continues to
exis;

(i) Except as expresly identified, dl information submitted in the preceding year's
goplication is il accurate;

(ii1) Except as expresdy identified, the proposed conditions of use are identical to the
conditions of use EPA gpproved for the preceding yesr;

(iv) Any conditions or limitations on the digibility for re-certification identified in the
preceding year’ s notice of gpprova of the emergency exemption have been satisfied.

§ 166.24 Public notice of receipt of application and opportunity for public comment.

(8 Publication requirement. The Administrator shall issue a notice of receipt in the Federa Regigter
for a specific, quarantine, or public hedth exemption and request public comment when any one of
the following criteriais met:

(a(6)(i) An emergency exemption has been requested or approved for that use in any 3 previous
years, or any 5 previous yearsif the useis supported by the IR-4 program, and

§ 166.25 Agency Review.

(a(2) The Agency’s ahility and intention to establish a time-limited tolerance(s) or exemption(s)
from the requirement of a tolerance for any pesticide residues resulting from the authorized use,
identifying the level of permissible residuesin or on food or feed resulting from the proposed use;
(a)(4) The potentia risks to human hedlth, endangered or threstened species, beneficid organisms,
and the environment from the proposed use.

(b)(2)(ii) The progress which has been made toward registration of the proposed use, if a repested
specific or public hedth exemption is sought. It shal be presumed that if a complete application for
registration of a use, which has been under a specific or public hedth exemption for any 3 previous
years, or any 5 previous yearsif the use is supported for registration by the IR-4 program, has not
been submitted, reasonable progress towards registration has not been made.

§166.30 Notice of Agency Decision.

(a(2) Incomplete gpplications. The Agency may discontinue the processing of any application that
does not address dl of the requirements of §166.20 until such time the additiona information is
submitted by the applicant.
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Remove §166.30(b) Noatification of FDA, USDA, and State hedlth officids, and accordingly re-labd item
(c) Federd Register Publication asitem (b).

§166.32 Reporting and recor dkeeping requirementsfor specific, quarantine, and public health
exemptions.

(b) Interim and Find reports. A find report summarizing the results of pesticide use under any
specific, quarantine, or public hedlth exemption must be submitted to the Agency within 6 months
from the expiration of the exemption unless otherwise oecified by the Agency. For quarantine
exemptions granted for longer than one year, interim reports must be submitted annualy. When an
gpplication for renewad of the exemption is submitted before the expiration of the exemption or
before submission of the fina report, an interim report must be submitted with the application. The
information in interim and find reports shdl indude dl of the following:

§ 166.40 Authorization.
(& An unpredictable emergency condition exists, and

add new item (c)
(¢) EPA has provided verba confirmation that, for food uses, atolerance or exemption from the
requirement of atolerance can be established in atimely manner, responsive to the projected
timeframe of use of the chemicd and harvest of the commodity, and that, for any use, the Agency
has no other risk-based objection.

§ 166.43 Noticeto EPA and registrantsor basic manufacturers.
(a(2) The State or Federa Agency issuing the criss exemption must notify the Administrator, and
recelve verba confirmation from EPA required in 8166.40(c), in advance of utilization of the crigs
provisons. EPA will atempt to provide such confirmation as quickly as possible, but shall notify
the gpplicant of its determination within 36 hours.
(b)(2) The name of the product and active ingredient authorized for use, dong with the common
name and CAS number if available, including a copy of the EPA registered label and use directions
appropriate to the authorized use;
(b)(4) The date on which the pesticide use is to begin and the date when the use will end;

(b)(5) An estimate of the level of resdues of the pesticide expected to result from use under the
crigs exemption;

Revise, and add new items (6), (7), and (8) under §166.43(b)

(b)(6) Earliest anticipated harvest date of the treated commodity;
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(b)(7) Description of the emergency Stuation; and
(b)(8) Any other pertinent information available a the time.
Delete 8166.47 Notification of FDA, USDA, and State health officials.
8166.49 Public notice of crisis exemptions.

(a) Periodic notices. At least quarterly, the Adminigtrator shdl issue anotice in the Federal Register
announcing issuance of crissexemptions. The notice shdl contain dl of the following:

(1) The name of the applicant;

(2) The pedticide 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.

BILLING CODE 6560-50-S
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Attachment 3

ECONOMIC ANALYSIS OF THE PROPOSED
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Prepared by:

BIOLOGICAL AND ECONOMIC ANALYSIS DIVISION
OFFICE OF PESTICIDE PROGRAMS
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U.S. Environmental Protection Agency
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Economic Analysis
I.  Background for the Proposed Rule:

EPA is proposing severd revisionsto the regulations at 40 CFR part 166, which govern such FIFRA
section 18 emergency exemptions. The most significant of these proposed improvements are two revisons
intended to streamline and improve the gpplication and review process by reducing the burden to both
gpplicants and the EPA, alowing for quicker decisions by the Agency, and providing for more equitable
determinations of “sgnificant economic loss’ asthe basisfor an emergency. Thesetwo proposas are
currently being employed in limited pilot programs. The first would alow applicants for certain exemptions
to re-certify that the emergency conditions which initidly quaified for an exemption continue to exist in the
second and third years. The second proposd would alow grester flexibility in the submission of datato
demondtrate Sgnificant economic loss (SEL) and corresponds to a change in methodol ogy to make that
determination. The new methodology focuses on the loss compared to current economic and agronomic
conditions rather than conditions over the past five years. In addition, EPA is proposing to revise the
regulationsto clarify that quarantine exemptions may be used for control of invasive species, and to update
or revise certain adminigrative aspects of the regulations. All of these proposed revisons can be
accomplished without compromising protections for human hedth and the environment.

A. Oveaadl Approach:

Thisis primarily acost saving rule, reducing burden on states and on EPA. In conducting the economic
andydsthe Agency is andyzing the benefits and impacts of the proposed rule. The benefits of the proposed
rule are the cost savings from both the re-certification and reduction in data requirements by using the loss
based method. The impacts of the proposed rule are analyzed by comparing the outcomes of SEL findings
for both the current method and the proposed method.

1. Bendfits-edimating cos savings. The re-certification part of the rule reduces costs for both states
and EPA with respect to submitting and reviewing section 18 packages. The new data
requirements for demonstrating a SEL. do not demand historical information, particularly the more
onerous requirement for yearly production costs. Because the proposed SEL method uses a
tiered screening system, states may be able to submit less data.and will in no case need to submit
more. This EA estimates how often a cost savings event occurs and adds up the reduced burden
using the section 18 ICR estimates of burden. The analys's demondgtrates that the proposed rule
would result in consderable cost savings to the gpplicants and some savings to EPA.

2. Impacts-comparing findings of SEL (sgnificant economic loss) under the current and proposed
methods for determining SEL. The andys's demondirates that there would be no change in the
overdl likelihood of a SEL finding, dthough there would be different SEL findings in about 12%
of the requests. EPA believes that these differences would be more equitable than the current

findings
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B. Reason for the Proposed Changes Are:

1.

Re-cetification: The Agency believes that most candidates for re-certification can be registered
reaivey quickly. Thiswill dlow applicants for certain repeat exemptions to re-certify that the
emergency conditions which initidly quaified for an exemption continue to exist in the second and
third years. The gpplicants own certification that the emergency Situation is ongoing, dong with
their incorporation by reference of their earlier full application, will take the place of the
submission of data generally required to support a repeat request for an emergency exemption. In
thisway, the burden associated with the application process for select repeat requests will be
ggnificantly reduced. In addition, re-certification will often alow EPA to make quicker decisons
on exemption requests.

Determination of Sgnificant Economic Loss(SEL): In developing a more appropriate
methodology for determining SEL, the Agency congdered three fectors:

a.  Tofocusthe determination of losses due to emergencies caused by urgent and non-routine
pest problems on exiding conditions. The current methodology may confound the issue with

past price volatility and may result in an ingppropriate criterion of sgnificant economic loss.

Higtorica data have been used to provide a basdline for estimating both normd profits and

vaidion in the absence of the emergency condition for the affected area. However:

(1) Historical data may not be representative of existing physical and economic
conditions. While unusual westher conditions may lead to pest outbreaks, the wegather
conditions themselves should not influence the caculation or Sgnificance of oss.
Similarly, many crops have demongrated high price varigbility or sgnificant changesin
price over the past severd years.

(2) Historical data are often affected by the emergency condition. Pest pressure
related to the emergency condition in previous years (even if not Sgnificant) may reduce
revenues and distort the estimation of basdline revenues and variaion. For example,
historica data often reflect increasing pesticide resistance that may have begun before
an emergency exemption was requested, but where the resistance later becomes the
basis for requesting the exemption. In the case of repeat emergency exemptions, the
higtorica data are affected by both the revenue-decreasing emergency condition and
revenue-increasing use of the requested pesticide, which will not necessarily equaly
offset each other.

(3) Historical data may be unavailable in many states for minor and new crops.

(4) Thefocuson historical data may make it difficult to demonstrate some pest-
related losses. While pest damage usudly resultsin alossin quantity harvested,
sometimes the losses are due to reduced quality of the product that decrease the price
received by growers. Damage to orchards and other perennid crops may result in
losses over severd years. These types of losses have not fit well under the present
method of andyss.
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b. Toincrease transparency and establish more consstent measures of economic loss. In the
current revenue variation method, crops with high yied variability (such as many non-

irrigated crops) or with high price variability must have high pest 1osses to meet the criterion
of SEL compared to crops with stable yields and prices. Therefore, this criterion may be
unfair to farmers aready facing high yield and price risk while ingppropriatdy granting
exemptions to farmers of low-risk crops with minor pest losses.

c. Toreducethe burden of data collection and analysis on the part of the States and the
Agency. In many cases adecison can be made with less information, thus speeding
decisions for these cases and permitting more resources to be devoted to more complex
gtuations.

C. Description of the Current Revenue Variation Method

The revenue variation method defines an economic loss as sgnificant if it would cause expected net
revenue to fal below the minimum historical net revenue over aperiod of typicaly five years. In some cases,
past yieds and/or prices may be consdered to be outside norma bounds. For example, drought may
reduce yields such that one year in the data cannot be considered typica. Andysts may use judgement to
eiminate outliers from the determination of the minimum net revenue.

The economic consequences of the emergency are determined separately. In most cases, yidd losses
are predicted, but the impacts may aso include quaity losses or increases in pest control costs. For
example, an unusud pest outbresk might be controlled by multiple applications of aregistered pesticide
when typicaly only one gpplication would be necessary. I these predicted losses would result in net
revenue that is lower than the lowest net revenue over the past five years (after eliminating outliers) then
these losses are consdered significant.

D. Description of the Proposed L oss-based (Tiered) Approach:

The loss-based approach uses the same methodology to cal culate the economic consequences of an
unusual pest outbreak. Stateswill till have to submit data to demongtrate the emergency nature of the
outbreak and the expected losses in quantity, quaity and/or additiona production costs.  The proposed
gpproach would provide applicants with greeter flexibility in establishing the basdine scenario. Even though
5 years of historical economic data are not required under the proposed approach, applicants may continue
to utilize historicd data to establish basdine gross and net revenues from which to estimate economic losses
in Tiers 2 and 3 described below.  The new approach imposes a standard criterion for determining the
sgnificance of that loss, rather than comparing losses to past revenues. The god of the criterion isto
compare losses to expected farm income in amanner that can be easily measured. Further, successive
screening levels have been chosen that will permit Stuations that clearly qudify to be resolved quickly and
with aminimum of data.
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1. Tie Threshalds

Tier 1, Yield loss > 20%: Thefirst screenis based on crop yidd loss and is a quantity-based
measure. EPA will conclude that a significant economic loss will occur if the projected yield loss due to the
emergency condition is verified to be 20% of expected yields or greater. Theyidd lossthreshold in Tier 1
will be the samefor al crops and regions. Thisthreshold is set a aleve such that aloss which exceedsthe
threshold would generally aso meet the thresholdsin Tiers 2 and 3, if the additional economic datawere
submitted and andlyzed. Therefore, for large yield lossesit is not necessary to separately estimate economic
loss, which requires detailed economic data. Yield losses are measured as the difference between expected
yields in the absence of the emergency and yields under the emergency condition when using the best
avallable, registered dternative.

Tier 2, Economic Loss > 20% of Gross Revenues. For stuations with yield losses that do not meet
the yield loss criterion for Tier 1, EPA will evauate estimates of economic loss as a percent of gross revenue
in Tier 2. Economic losses result not only from yield losses, but aso from causes such as qudity losses and
changes in production costs, including pest control, harvesting, sorting and processing. EPA will conclude
that a sgnificant losswill occur if the projected losses due to the emergency condition are verified to be 20%
of expected gross revenues or higher. Thisthreshold will be the samefor al crops and regions. Qudity
losses occur when damage results such that the commodity fails to meet the market standards for a high-
vaue ssgment (e.g., export or fresh market) and must be sold in alower vaue outlet (e.g., domestic or
processed market). Quality losses can occur without loss in quantity or can occur in conjunction with yield
losses. Thistier will dso consider losses due to higher production costs. Higher production costs could
include additiona pest control codts, for example, mechanica weeding, or additiona harvest codts, for
example, sorting into different grades. However, these costs must be aresult of the emergency before the
expenses can be included in the projected loss.

Tier 3, Economic Loss > 50% of Net Revenues above Operating Costs: For Stuationsin which
losses do not meet the criteriafor Tiers 1 and 2, EPA will evauate estimates of economic |oss as a percent
of net revenuein Tier 3. Economic losses are defined asin Tier 2. EPA will conclude that a sgnificant loss
will occur if the projected losses due to the emergency condition are 50% of expected net revenues or
higher. Thisthreshold will be the same for dl crops and regions. For this purpose, the Agency defines net
revenue as gross revenues less variable operating costs (purchased inputs and hired labor). The Agency
congders only variable operating costs because these costs are easier to measure and document than fixed
costs, such as overhead and depreciation of machinery, and because they are likely to be more reflective of
short-term impacts due to emergency conditions. The Agency recognizes that net revenues above operating
cods overdate grower income, but believes the facility of measurement and verification make it amore
useful messure.

Losses that do not fit into this genera pattern will be evauated on a case-by-case bass. For example,
damage to perennia cropsthat may result in losses over severd years could be evaluated as alossin capita
or in returns on an investment, depending on the Stuation. 1n those cases, the states must submit data
appropriate to their case.
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2. Badsfor Tier Threshalds

The choice of thresholds 20%, 20%, and 50% is based on the following three considerations.
a  Famincome
The tier thresholds are based on average farm income and production expenses for the USA. The
latest annud report from USDA shows farm production expenditures in the USA to average about 80% of
gross revenue (USDA, 2003). The remainder, net farm income, is essentially the wages earned by the

growers. Seetable below.

Table1. Aggregate Farm Income and Costsfor the U.S. in $ billions

1997 1998 | 1999 | 2000 | 2001 |[Average| % of gross
revenue
Gross Revenue $238.1] $232.1] $234.5] $241.7| $246.5 $238.6 100.0%
Total Production Costs $187.6| $186.5| $188.3] $193.7| $200.8] $1914 80.2%)
Operating Costs $136.1] $134.8| $136.5 $140.4| $147.00 $139.0 58.2%
Fixed Costs $51.50 $51.7] 9$51.8 $53.3] $53.7 $52.4 22.0%
Net Revenue = $102.0, $97.3| $98.0f $101.3] $99.5 $99.6 41.8%
ross revenue - operating costs
Net Farm Income = $50.5| $45.6] $46.2 $48.0| P57 $47.2 19.8%
Oross revenue -
otal production cost

Source: USDA Agricultural Statistics, 2003.
An economic loss of 20% of gross revenue would be sufficient to diminate net farm income, which is
on average about 20% of grossrevenue. A yidd loss of 20% results in economic loss of 20% or more of

gross revenue.

Since net farm incomeis alittle less than 50% of net revenue, an economic loss that is 50% of net
revenue would be sufficient to diminate net farm income.

b. Retrogpective Andyss

In addition, a retrospective analyss was done on past emergency exemptions and the results are shown
inFigure 1. To quaify asa SEL under adirect use (without subjective judgement) of the revenue variation
gpproach, the losses caused by the emergency must result in the expected net revenue being equal to or less
than the minimum net revenue over the last 5 years. According to the retrospective andyss
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(1) Tiers1 and 2. The average and median economic losses that would have qudified asa
SEL under the current method (i.e. calculated thresholds of |osses) were about 18%
and 15% of gross revenue, respectively.

(2) Tier 3. The median economic lossthat would have qudified as a SEL under the current
method was about 51% of net revenue.

Since thefirg 2 tiers are screening thresholds, these thresholds were rounded up to 20% to be alittle
more stringent, with the idea being that if they did not pass Tiers 1 or 2, they could qudify with Tier 3. Tier

3 compares losses to net revenue (gross revenue minus operating costs).

c. Neutrd to Likdihood of a SEL

The proposed approach is not expected to significantly change the likelihood of an gpplication
qudifying for aSEL. That is, gpproximatdy the same number of emergency requests that qudified for a
SEL using the current revenue variation gpproach, would have qudified using the proposed |oss-based
(tiered) gpproach, athough there would be differencesin individual cases. That is, some cases would have
qudified for a SEL under the proposed method that did not qualify under the current method and visa-versa
with the tota number qudifying being the about the same with both methods. See Section 111E, Comparison
of Findings. EPA bdievesthat the differences in which cases qudify would be more equitable and consstent
under the proposed method.

E. Satutory and Regulatory Requirements.

1. Statutory Provisons FIFRA, Section 18

FIFRA generaly prohibits the sale and distribution of any pesticide product, unlessit has been
registered by EPA in accordance with section 3. One exception to this generd prohibition is section 18 of
FIFRA, which gives the Administrator of EPA broad authority to exempt any Federd or State agency from
any provison of FIFRA if the Adminigrator determines that emergency conditions exist which require such
exemption.

2. Regulatory Provisions. 40 CFR, Part 166

Regulations governing such FIFRA section 18 emergency exemptions are codified in 40 CFR part 166.
Generdly, these regulations dlow a Federd or State agency to apply for an exemption to dlow ause of a
pesticide that is not registered when such use is necessary to dleviate an emergency condition. A State, as
defined by FIFRA section 2(aa), means a State, the Didtrict of Columbia, the Commonwedlth of Puerto
Rico, the Virgin Idands, Guam, the Trust Territory of the Pacific Idands and American Samoa. The
regulations set forth information requirements, procedures, and standards for EPA's approval or denia of
such exemptions.

[I. Methodology of Economic Analysis
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Purpose of EA (economic analysis)

The purpose of this EA isto evauate the costs and benefits of the proposed rule change. The EA:

1.

Comparesfindings (both the overdl likdihood of afinding and the findings for individua cases) to
determine if there would be an impact with substantialy different conclusions under more flexible
data requirements, given changesin guidance for evauating SEL. The andyssindicaesthat there
would be virtudly no impact in the overdl likelihood of afinding of SEL, and that small
differencesin findings for individua cases would be more equitable.

To edimate the cogt savings of therule asaresult of :
a.  Moreflexible datarequirements for determining SEL (Sgnificant economic [0ss).
b. Reduced data requirements for re-certification of emergency conditions.

Sgnificant Economic Loss (SEL)

1.

SEL Database. Thefird step in this andlysis was to populate a database of SEL findings under
different gpproaches. EPA developed a SEL spreadsheet template that determines SEL findings
under both the current and proposed methods, as well as what the analyst concluded. This SEL
Spreadsheet was used to analyze many of the exemption requests since 2000 and to popul ate the
SEL database used for thisandyss.

Cog Savings Analyss.

a. Number of cases qudifying. With the SEL database EPA determined the number of cases
which would have quaified asa SEL under each Tier. Then EPA assumed the same
proportion would qudify in the future. A significant economic loss (SEL) is defined asaloss
that would pass any one of the following tiers.

Tier 1-Yiddloss> 20%. Significant cost savings for both states and EPA.

Tier 2 - Economic |loss as a percent of gross revenue > 20%. Thistier aso covers quaity
losses and cost increases. Economic lossis defined as loss in revenue from yield and qudity
losses plusincreased costs as aresult of the emergency, such asincreased pest control or
harvesting costs. Thistier would aso save resources because production costs other than
cost increases are not required.

Tier 3 - Economic loss as a percent of net revenue > 50%. Thistier dso consdersthe
impact on net revenue. Thistier has the same numerator, economic loss as Tier 2, but
compares that economic loss to a different denominator, net revenue. Net revenue is defined
as gross revenue minus operating costs. Thistier should still save some resources since
historical data are not required. However, operating cost information needs to be more
documented than has often been the case in the past, when states have not clearly defined
the cogtsincluded in the submitted data.  Therefore, BEAD assumes that the resource
requirements would be comparable to the revenue variation method.
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b. Cog saving per case. Using ICRs (information collection requests) and expert opinion from
stientistsin EPA, the agency estimated the savings.

c. Edimate cost impacts. The agency can edimate the total cost savings by multiplying the
number of cases qualifying for a SEL per year under Tiers 1 and 2 by the cost savings per
case for each respectivetier, i.e.:

Y (cogt savingsfor Tiers 1 & 2 requests) X (number of cases qudifying for Tiers1 & 2)

This caculation may overestimate the cost savings, Since states may choose to submit more
data than would be necessary in case EPA does not concur with their loss estimates. That
is, dates claming yield lossesin excess of 20% may Hill decide to submit price and
production cost dataiin case EPA’ s eva uation suggests that yield losses will be less severe.
This caculaion dso assumes that there will be no savings under Tier 3, dthough more
flexible data requirements may mean that applicants will be able to provide adequate
basdline data more easly than under the revenue variation method.

Comparison of SEL Findings. The database can aso be used to compare findings with respect

to the likelihood of a SEL finding and the findingsin individua cases. The database provides

what the findings

a.  Would bewith adirect use (without judgement) of revenue variation method,

b. Would have been with the proposed |oss-based approach given data submitted under the
current methodology, and

c. What they actudly were determined to be by the andyst.

C. Recetification

To edtimate the potentid cost savings EPA estimated the:

1.

2.

Number of section 18s that would have been digible for re-certification. EPA assumesthat the
same proportion will be digible in the future.

Resources required by the state and EPA for afull gpplication & review compared to areview
with re-certification.
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1. Resultsof the Analysis of Proposed Method for Determining SEL

A.  Summay of exemption requests. See Table 2 below.

Table2. Summary of emergency exemption requestsreceived by EPA annually, and the numbers
of requests used in the Economic Assessment for the section 18 proposed rule.

receieved/year for which bio/econ analysisis done,
AND for which we have complete data to do
comparative analysis of revenue variation and
|oss-based methods, AND for which we have the
analyst’s SEL conclusion available in the database

Set of exemption requests Average Comments
Annual
Number
Total exemption requests received/year 541 Includes al specific, quarantine, public health, and
crisis exemption requests
Number of specific exemption requests 500 The proposed process revisions only apply to
received/year specific exemptions
Number of gpecific exemption requests 95 The Biological and Economic Analysis Division
received/year for which bio/econ anaysisis done (BEAD) does not do analysis when the emergency
is not SEL-type, when BEAD’s conclusion for one
state applies to others for same emergency in same
year, or for many repeat requests
Number of gpecific exemption requests 45 BEAD keeps a database in which analysts record
received/year for which bio/econ analysisis done, certain data from the application, the results of the
AND for which we have complete data to do revenue variation method, and the analyst’s SEL
comparative analysis of revenue variation and conclusion. However, in some casesthe datais
|oss-based methods incomplete
Number of gpecific exemption requests 26 In some cases, the BEAD database is complete,

except for the conclusion on SEL.

NOTE: average annual numbers are based on four-year averages for FY 2000-FY 2003. Each set of exemption requestsisa

subset of the set(s) described in the row(s) aboveit.

B. Dataset

1. Number of Applications Received for specific exemptions from 2000 through 2003 averaged

about 500 annudly. This average is assumed to be the likely number of gpplicationsto be
received in the future. (EPA, 2003b) The proposed rule only gpplies to specific exemption

requests.

2. Number of Applications Reviewed for SEL by BEAD! from 2000 through 2003 averaged about

95 annudly for specific exemptions only. This average is assumed to be the likely number of

1 BEAD is the Biological and Economic Analysis Division of the Office of Pesticide Programs of
EPA. BEAD does the hiological and economic reviews and analyses of emergency exemption requests to
determine if there is an emergency condition and if the emergency condition would lead to a SEL.

9
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gpplications to be reviewed by BEAD for SEL in thefuture. A BEAD review for SEL was
conducted on less than one-fifth of the gpplications received. Many requests are not reviewed by
BEAD for SEL for various reasons such as repest requedts, low risk, and smilar conditions to
granted requests from another state. (EPA, 2003a)

3. SEL Database
a.  Asexplained above, this database derived from SEL spreadsheet templates was used to
edimate the likdihood of an application qudifying for a SEL
(1) asrecommended by the andyst using the current method, including the analyst’s
judgement,

(2) under adirect use of the revenue variation method without the andyst’ judgement or
concluson, and

(3) under the loss-based method, given data submitted under the current methodol ogy.

b. The SEL database contains information from 181 (45 per year) SEL spreadsheets compiled
in the course of the BEAD review covering dmost one-haf of the 378 (95 per year)
requests reviewed for SEL by BEAD from 2000 through 2003. SEL spreadsheets were not
necessarily utilized nor complete for each review for anumber of reasonsincluding:

(1) Incomplete data submitted by the gpplicant.

(2) Determination by the biologist that there was not an emergency condition.
(3) Withdrawa of request by the applicant.

(4) Therevenue variation methodology was not appropriate for the Stuation.

c. Of the 181 (45 per year) observations, the analyst’ s recommendation is known for 103 (26
per year) observations because of incomplete datain the SEL database. Some requestsin
the database were determined to be routine or non-urgent situations. However, these data
may be used to caculate what losses would be required to be Sgnificant even if a SEL was
not determined.

4. Specific exemption requests digible for sdf-certification are estimated to be about 130 per year.
(EPA, 2003Db)

5. ICR (Information Callection Request). The ICR for emergency exemptions was used to estimate
the resources required to apply for an emergency exemption and for EPA to review these
requests. (EPA, 2000)

C. LossesQudifying as a SEL under the Revenue Variation Method.

To quaify asa SEL under the revenue variation method, the loss should cause expected net revenue
asareault of the emergency to fdl below the minimum net revenue over aperiod of 5 years. Thisloss
threshold is caculated as a percent of gross revenue as follows:

basdine net revenue - minimum revenue over past 5 years
basdline gross revenue

10
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The chart below presents the frequency distribution of the losses as a percent of gross revenue that

Frequency Distribution

of the Minimum Losses
that Qualify as Significant with 5-Year Revenue Variation Method
50

40

30

20

in each 5% interval
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Number of Observations

0-5% 10-15% 20-25% 30-35% 40-45% 50-55%
5-10% 15-20% 25-30% 35-40% 45-50% 55-60%

Economic Loss as a % of Gross Revenue

would have resulted in the expected net revenue being equd to the minimum net revenue for the 181
analyses available for observation from the period 2000-2003.
Figure 1. Frequency Distribution of Minimum L osses Qualifying as SEL .

This frequency digtribution demonstrates the perverse nature of the current method of determining
SEL. Out of the 181 observations, the following number (and percent) of requests could have qudified as
having a SEL under adirect interpretation (without judgement) of the revenue variaion method with the
following losses as a percent of gross revenue:

1. 12 (7% of 181) requests with aloss of 5%.

2. 45 (25%) requests with aloss of 10%.

3. 91 (50%-the median) requests would have qudified with aloss of 15.3%. The other 90 would
have required losses ranging between 15.3 % and 60% to quaify with a SEL.

4. 117 (65%) requests with aloss of 20%. The other 64 (181-117 or 35%) requests would have
required |osses ranging between 20% and 60% to qudify with a SEL.

5. 3(2%) requests would have required aloss of 50% or more to qualify as having a SEL under a
direct interpretation of the revenue variation (current) method.

6. Concuson A congstent standard of loss (as the proposed |oss-based method) that would
quaify asa SEL would be more equitable.

11
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7. Average. The average caculated |oss threshold under the current variation method was about
18% of gross revenue. The average was higher than the median of 15% because of the skewed
digribution. The caculated loss threshold is the loss minimum loss required to quaify asa SEL.

D. Cos Savings as aResult of Changing Data Requirements for Determining SEL

1. ReguedtsPassing Each Tier with aFinding of a SEL. Table 3 below shows the percent and

number of requests that would have qualified for a SEL under the proposed |oss-based method,
given data submitted under the current methodology?.

a

b.

About 55% would qudify for Tier 1 and would not require economic data nor an economic
review.

Another 10% that would not qudify for Tier 1 would qudify for Tier 2 and not require
production cost data.

Another 15% would quaify only for Tier 3, for which we assume no savings compared to
the current method.

No savings are assumed for requests not quaifying for any tier.

EPA receives about 500 specific exemption requests per year. Of these about 95 are
reviewed for SEL. Therefore, the annua applicant savings are based on 500 requests
submitted, while the annual EPA savings are based 95 applications reviewed for SEL.

12

2 Results may be slightly different under more flexible data requirements since the historical data
used for this analysis may not be representative of situation growers face. For example, under the current
method average historical price was generally used as a baseline, while proposed method may use other
information to determine the price most likely to be received by growers.
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Table 3. RequestsLikely to Pass Each Tier Using the L oss-based Method

Tier Threshold Required Data & Requestslikely to passtier*

Analysis % | Tow* | Bio/Econ*
Tier1 > 20% yidd loss Yield loss 55% 276 52
Tier 2, but not Loss > 20%gross | Yiedloss+ prices, cost | 10.5% 53 10
Tier1 revenue changes & gross revenue
Tier 3, but not Loss > 50% of net All of the above + 15.5% 77 15
Tiers1& 2 revenue operaing cost & net

revenue

Requests passing any tier 81% 406 77
Requests not passing any tier 19% 94 18
Tota requests per year (Average 2000-03) 100% 500 95

Numbers may not exactly add, due to rounding

* While the average number of requests per year is 500, about 95 are reviewed for SEL. The percentages passing each tier
are based on 181 observations (2000-03) where EPA had data on past analyses of SEL. These percentages are applied to
all 500 applications (total) for estimating annual applicant savings, but only to the 95 applications in which a biological
and economic review (Bio/Econ) was done to determine SEL when estimating annual EPA savings.
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2. Cos Savingsfor the Applicants (States). The table below estimates the application cost savings

that are likely to occur as aresult of changing to the loss-based method.

a

The ICR (EPA, 2000) estimates that it takes about 99 hours to apply for an emergency
exemption at acost of $54 per hour or over $5000 per gpplication. Of this 99 hours, an
esimated 74 hours is spent processing, compiling, reviewing, and providing al the requested
data, including efficacy and risk data. EPA assumes that about 25% of the time providing all
of the data is required to provide the economic data under the current method. If the
goplication qudifiesfor aSEL in Tier 1, the economic data would not be required, thus
saving amost 19 hours or dmost $1000 per gpplication. For 276 gpplications that are likely
to quaify under Tier 1, the savings would be dmost $276,000.

If an gpplicant qudifiesfor a SEL under Tier 2, but not under Tier 1, limited economic data
isrequired. EPA assumesthat this limited data would require about hdf of the time
required for economic data under the current method. Therefore, the savings would be
about 12.5% of the time required to provide al data under the current method — about 9
hours or $500 per gpplication. With about 53 gpplications that are likely to quaify for a
SEL inTier 2, but not Tier 1, and that would provide limited economic data, the savings
would be amost $26,500.

While the data required under Tier 3 may be less than required under the current method,
EPA makes the conservative assumption that there would be no savings. Often an gpplicant
may provide historica datato establish a basdine from which to cdculate the loss. Also, no
savings are assumed for requests with no finding of SEL.
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d. EPA edimates the total annua savings to the applicants to be dmost 5,600 hours or over
$300,000.

Table4. Cost Savingsfor Applicantsfrom Proposed L oss-based Method

Current Cost Savings as a Result of Qualifying for a SEL
Applicant Under:
Application Data * Tier 1 Tier 2 Total Savings
Avg wage rate $54 per hour
% savings 25% 12.5%
Hour/application 99 74 185 9.25
Applicationsyear 500 500 276 53 329
Hours per year 49,500 37,000 5,106 490 5,596
$ per application $5,346 $3,996 $999 $500
Tota $ per year $2,673,000 | $1,998,000 | $275,724 $26,474 $302,198

Numbers may not exactly add, due to rounding

* The estimate of the time and cost required to process, compile, review, and provide data.

3. Cod Savingsfor EPA. The table below estimates the review cost savings that are likely to occur

asaresault of changing to the loss-based method.

a

The ICR (EPA, 2000) estimates that it takes about 108 hours for EPA to review an
emergency exemption. Of this 108 hours, it takes about 28 hoursto review the biologica
and economic datain order to determine if there is an emergency condition and a SEL 2.
Mogt of the timeis spent by the biologist in reviewing the emergency condition. EPA
assumes that 25% of the time (about 7 hours) is spent by the economist in the determination
of SEL under the current method. At acost of $67.25 per hour the biologic and economic
review costs dmost $1900 per application, with the economic analysis costing about $470.
If the application qudifiesfor a SEL in Tier 1, the economist review would not be required,
thus saving about 7 hours or about $470 per application or about $24,500 annudly for 52
goplications likely to qudify for aSEL in Tier 1.

If an gpplicant qudifies for a SEL under Tier 2, alimited economic review would be
required. EPA edtimatesthat this limited review would require about 40% of the norma
timeto do afull economic analyss or 10% (40% x 25%) of the time required for the biologic
and economic review under the current method with a savings of about $190 per application
or dmogt $1,900 for 10 gpplications that are likely to qudify for aSEL in Tier 2.

8 Based on TAIS (Time Accounting Information System) of OPP (Office of Pesticide Programs), the
time spent for the biologic and economic review is slightly over 25% of the time reported by all of OPP in
processing emergency exemptions. (EPA, 2003c)

14
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d. EPA makesthe consarvative assumption that there would be no savingsin the review of Tier
3, indluding those requests with no finding of SEL.
e. EPA edimatesthetotd annud savings of the biologic and economic review to be dmost 400
hours or about $26,000.

Table5. Cost Savingsfor EPA from Proposed L oss-based Method

Current Cost Savings as a Result of Qualifying for a SEL
EPA Under:
EPA Biologic & Tier 1 Tier 2 Total
Economic Savings
Avg wage rate $67.25 per hour
Savings 25% 10%
Hourg/application 108 28 7 2.8
# of gpplications 95 95 52 10 62
Tota hours 10,206 2,646 364 28 392
$ per application $7,263 $1,883 $471 $188
Total $ per year $686,354 | $177,944 $24,479 $1,883 $26,362

4. Totd Saving. EPA egtimatesthetotal potentia savings for the states and EPA combined to be
about athird of amillion dollars as aresult of changing data requirements and using the loss-
based method of determining SEL.

E.  Compaison of Findings

1. Likelihood of a SEL Finding

The table below compares the number and percent of findings under a direct use (without judgement)
of the current and proposed methods, and what the anadlyst actualy concluded using judgement.

a.  Theandys found a SEL a higher percentage of time (83%) than adirect use of the revenue
variation method would indicate (72%). The higher findings of a SEL by the andyst were
mainly the result of the andyst diminating outliers where past revenues were very low dueto
unusua conditions.  Such outliers distort typica conditions and the loss as aresult of the
emergency condition would have to be overly large to qudify for aSEL. By diminating the
outliers, the historicd datais more indicative of norma conditions and the caculated
threshold needed to qudify asa SEL isless biased.
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b. The percent of time the loss qudified asa SEL under the loss-based method (given that the
data were submitted under the present methodology) was closer to what the andysts found
than what a direct use of the revenue variation method found. Since the loss-based method
isless affected by outliersin the historical date, it isless dependent on subjective decisons
of the analys.

Table6. Comparison of Findings

Number and Likelihood of a Finding
o Current Method Proposed M ethod
Finding

Actual by Analyst* | Revenue Variation* L oss-based
SEL 86 (83%) 131 (72%) 147 (81%)
No SEL 17 (17%) 50 (28%) 34 (19%)
Total Observetions* 103 181 181
2000-03

* Out of 181 observations, the actual finding by the analyst is known in 103 cases. The actual findings of SEL by the
analyst exceeds what the current revenue variation method would have found without judgement. The analyst uses
judgement to eliminate outliersin annual revenue data that distort the findings of SEL.

2. Cross Agreement of Findings

The table below shows the percent of time that the findings of a SEL agreed with each other under the
following:
a  What adirect use of the revenue variation method would have determined.
b. What the andys actualy determined.
c. What the loss-based method would have determined.

This table below is based on 103 observations where the recommendation of the anayst was known.
The results show a high degree of agreement between the various methods.

Table7. Cross Agreement of Findings

4 Using data submitted under the present approach may result in some bias if average values for
yield and prices are used to represent typical conditions. Under revised data requirements, states could
submit data that better represents typical conditions if historical averages are inappropriate.
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Cross Agreement of Findings % Agreement
based on 103 obser vations 2000-03* SEL no SEL tota
Andyg with Revenue Variation Method 76% 14% 90%
Anayst with Loss-based Method 82% 6% 88%
Revenue Variation Method with L oss-based Method 76% 6% 82%
Analys with Revenue Variation & L oss-based Methods 74% 6% 80%

* Out of 181 observations, the finding of the analyst is known in 103 cases.
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3. Conclusons of comparisons. The two tables above demondirate that changing from the current
method to the proposed |oss-based method would:

a.  Not cause asgnificant change in the overdl likelihood of a SEL finding as compared to the

current revenue variation method as modified by anadys judgement such as diminating
outliers. The andys made afinding of SEL in 83% of the cases sudied, while the loss-
based method would have found a SEL in 81% of cases.

Result in some different findings in individual cases. The andyst and the loss-based method
arived at different conclusions 12% of thetime. In afew casesthe andyst found a SEL with
ayield loss and economic loss as a percent of gross revenue of less than 20% because these
losses were sufficient to cause the net revenue to fall below the lowest net revenue of the

past 5 years. In other cases, the analyst did not find a SEL with ayield loss greater than
20% because these losses were not sufficient to cause the net revenue to fal below the
lowest net revenue of the past 5 years. In some cases there was not good data on the
expected yield loss, s0 ajudgement was made whether or not the expected loss would
exceed the minimum loss needed to qudify as sgnificant with the revenue variation method.
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V. Resultsof Analysisof Re-certification

A.  Applicant (States) Savings

The table below estimates the likely savings to the gpplicants from re-certification. The caculations
are dmilar to the cost savings andlysis of the loss-based method for determining SEL. I an applicant re-
certifies, datawill not be required, thus saving the 74 hours that the ICR estimates is needed to provide the
data, thus saving about $4000 per gpplication. EPA estimates that about130 applications per year may
qualify for re-certification resulting in atotal savings to the applicants of over $0.5 million per year.

Table8. Cost Savingsto Applicantsfrom Re-certification

Applicant Current Cost Savings from Re-certification
Average wage rae $54 per hour
Hours per application 99 74 75%
Number of gpplications 500 130
Tota hours 49,500 9,620
$ per application $5,346 $3,996
Total $ per year $2,673,000 $519,480
B. EPA Savings

The table below estimates the likely savings to EPA from re-certification. Since many repest requests
that would have qudified for re-certification are currently not as thoroughly reviewed as new requests, the
EPA savings would not be as grest as the applicants . EPA estimates (conservatively low) that it would
save about 10% of the average time it currently takesto review an gpplication. According to the ICR it
takes about 108 hoursto review an gpplication, thus savings for EPA would be dmost 11 hours or over
$700 per application, with atotal annua savings of over 1,400 hours or $94,000.
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EPA Current Average Cost Savings from Re-certification
Average wage rate $67.25 per hour
Hours per application 108 11 10%
Number of gpplications 500 130
Totd hours 54,000 1,404
$ per application $7,263 $726
Tota $ per year $3,631,500 $94,419

C. Totd Savingsfrom Re-cetification EPA estimates the annua combined savings for the applicants

and EPA from re-certification to be over $600,000.

V. Combined Savings

The savings from re-certification and the loss-based method for determining SEL are summarized and
rounded in $ millionsin the table below:

Table 10. Summary of Cost Savings

Savings L oss-based M ethod Re-certification Total
Applicants $0.30 million $0.52 million $0.82 million
EPA $0.03 million $0.09 million $0.12 million
Total $0.33 million $0.61 million $0.94 million

By provison. Thetota savings from the loss-based method are about athird of amillion dollars, and
from re-certification are over $600,000 for agrand totd of dmost $1 million.

By entities. Thetotal savings to the applicant and EPA are over $800,000 and $100,000,
respectively, for agrand tota of dmost $1 million.
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Information Collection Request (ICR)

This economic anadlysisis based on the ICR for emergency exemptions (EPA, 2000). The provisons

of the proposed rule only reduce the paperwork burdens as estimated in this economic andysis. Therefore,
the current ICR is dill vaid and provides an estimate of the paperwork burden for those applications that
would not benefit from the proposed rule. For the gpplicants that benefit from the proposed rule, the burden
will be reduced. The gpplicants that benefit include:

VII.
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1. Those qudifying for salf-certification
2. Those gpplicants who can show a SEL in Tiers 1 or 2 of the loss-based method.

In those gpplications where the gpplicant burden is reduced, EPA’s burden is also reduced.

Limitations of Analysis

Totd Savings. The savings for the loss-based method and re-certification were each estimated as if
the other were not going to be implemented, i.e., the number of gpplications would benefit from the
savings of the loss-based method would be dightly less as aresult of economic data and andys's not
being required because of re-certification. Also, the savings from re-certification were based on the
current method.  Since the loss-based method would usudly require less time to prepare, the savings
from re-certification would be dightly less for the applicant. However, this double counting of savings
islikely to be smdl because repesat gpplications benefitting from re-certification are not likely to be the
same gpplications that would benefit from the loss-based method.

Average Savings. This analysis was based on average hours and costs required to prepare and review
goplications. However, such cogts vary widely. The cogtsto prepare and review afird-time
gpplication for an emergency exemption are likely to be higher. Since these firg-time applications are
more likely to benefit from the savings of the loss-based method for determining SEL, the savings from
the loss-based method are likely to be underestimated. On the other hand, the costs for preparing
repeet applications are likely to beless. Since repeat gpplications are more likely to benefit from the
savings of re-certification, the savings from re-certification are likely to be over estimated for the
gpplicants. Since EPA has no basis to differentiate the cogts of first time vs. repeat applications, it did
not fully attempt to do S0, except that EPA assumed a conservatively low savings for EPA for re-
certification. These under and over estimates are likely to offset each other somewhat.

Unredlized Savings. Some applicants that qualify for Tier 1 or 2 of the loss-based method may not
redlize their potential savings because they might provide additiond datain case they do not pass those
tiers. Similarly, some gpplicants that would qudify for re-certification may not take advantage of it.
However, with amost no experience from the pilot program, EPA has no basis to estimate these
unredlized savings. Instead, EPA has estimated the potentia saving applicants could redize if they
chose to do so.
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Time Savings. The hours that would be saved under the various scenarios (Tier 1, Tier 2, re-
certification) were mostly assumed. In making these assumptions, EPA has tried to be conservative
toward underestimating the savings. Severd factors were used to hep make some of these
assumptions. For example, the 74 hours required to provide datais the basis of the savings for re-
certification. Other savings are possible from other parts of the gpplication that are likely be smpler,
but were not estimated. Therefore, the savings from re-certification may be underestimated.
However, repeet applications are likely to be less cogtly, thus offsetting this underestimation.

Condudons. In spite of these limitations, the conclusons are vaid . There should be substantia
savings from re-certification and from changing data requirements for determining SEL. Increasing
flexibility in the data requirementsin conjunction with changing the methodology for determining SEL
will dso increase fairness, openness and objectivity.

Conclusions
Bendfits

1. Cod Savings. EPA edtimates substantid cost savings to applicants and some savingsto EPA
from the proposed loss-based method for determining SEL and re-certification. EPA estimates
savings of over $800,000 to the applicants and over $100,000 to EPA . Different assumptions
in the andysis would change the magnitude of the savings estimates, but would not change the
conclusion that there will be cost savings.

2. Transparency, Consstency, and Equity. EPA believesthat the determination of SEL under the
loss-based method will be more consistent and transparent. Currently, differencesin variationsin
revenue result in differences in the magnitude of the losses that would qudify as SEL. To avoid
extremes in inequities, andysts use judgement; however, such judgement is not consistent nor
trangparent. By reducing judgement the loss-based method is more trangparent. With
established thresholds for SEL, the loss-based method is also more consistent and equitable.
EPA bdlieves decison making will be improved under the proposed method.

3. Timdiness. Reduced andyssby EPA means moretimely decisons on emergency exemptions.

Impacts. There are no costs associated with the proposed rule, only cost savings. With respect to the
proposed |oss-based method, our andlysis shows thet the overall likelihood of afinding of SEL would
not be changed. However, inindividua cases, the proposed method would result in different findings
of SEL in about 12% of the requests. As discussed above, EPA believes that these different findings
would be better since they would be more transparent, consistent, equitable, and timely.
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